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DECLARATION
OF
SPECIFICATION

ENTITLED

BIOTECHNOLOGY - LARGE-SCALE PROCESS AND PRODUCTION - PROCEDURES
FOR FERMENTATION AND DOWNSTREAM PROCESSES

AS
THE IRISH STANDARD SPECIFICATION FOR

BIOTECHNOLOGY - LARGE-SCALE PROCESS AND PRODUCTION - PROCEDURES
FOR FERMENTATION AND DOWNSTREAM PROCESSES

NSAI in exercise of the power conferred by section 16 (3) of the National Standards Authority
of Ireland Act, 1966 (No. 28 of 1996) and with the consent of the Minister for Enterprise, Trade
and Employment, hereby declares as follows:

1. This instrument may be cited as the Standard Specification (Biotechnology - Large-scale
process and production - Procedures for fermentation and downstream processes)
Declaration,1997.

2. (1) The Specification set forth in the schedule to this declaration is hereby declared to be
the standard specification for Biotechnology - Large-scale process and production -
Procedures for fermentation and downstream processes. The Schedule comprises the text of
EN 12075:1997.

(2) The said standard specification may be cited as Irish Standard EN 12075:1997 or as
I.S. EN 12075:1997.
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GIVEN under the Seal of the National Standards Authority of Ireland

this 12th day of November, 1997

Ewing Paterson

Director

Thomas J. Quinn

General Manager

The Minister for Enterprise, Trade and Employment hereby gives her consent under
Section 16 of the National Standards Authority of Ireland Act, 1996 to the above
declaration.

Patrick Hayden
15-1-1998

An Officer of the Department of Enterprise, Trade and Employment duly authorised under
Section 15 (4) of the Ministers and Secretaries Act, 1924, to authenticate instruments
(under the National Standards Authority of Ireland Act, 1996) made by the Minister for
Enterprise, Trade and Employment.
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