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AMENDMENT 001

THIS AMENDMENT IS RAISED FOR QUESTION CLARIFICATION AND TO AMEND ITEM D3.5
WITHIN THE  ANNEX “A” REQUIREMENT.

Question 1.

On page 18 of 23: C2. All schematics and manuals must be provided MANDATORY, including but not
limited to: 

� operating manuals, 
� maintenance manuals, 
� training manuals.

I believe this is standard verbiage for many lab appliances but the point needs to be clarified in that
manufacturers generally do not provide schematics or service manuals for any instruments. Manufacturers
do provide operation manuals that have a maintenance section for all user serviceable components and for
routine cleaning and maintenance. A “maintenance” manual with “schematics” may be construed as a
“service” manual that would contain wiring diagrams, etc.

Mass Spectrometers contain potentially lethal voltages and interlocks for the protection the operator. These
instruments should only be serviced by factory trained personnel, and all inner components and adjustments
are not user serviceable. Provision of schematics may encourage untrained persons to venture onto
dangerous and prohibited areas and defeat safety interlocks with potential injury to themselves and others
as well as the instrument itself. 

Could you please clarify this requirement?

Response: 1:
This section was written to make sure if there are training manuals, operating manuals or routine cleaning
or maintenance manuals that they are provided with the instrument.  The Schematics refers to diagrams/
posters of the instrument,  flowcharts of data processing or logic diagrams etc., anything that can help the
user running or troubleshooting the instrument. 

Under ANNEX “A” REQUIREMENT, Item No. D3.5  Thermostatted automsampler:

DELETE: D3.5  Must have a wide range of injection volumes using full loop or partial loop fill 
(from 1 :L up to 200 :L), appropriate equipment must be included. MANDATORY

INSERT: D3.5 Must have a wide range of injection volumes using full loop or partial loop fill 
(from 1 µL up to 200 µL), appropriate equipment must be included. MANDATORY

ALL OTHER TERMS AND CONDITIONS REMAIN THE SAME.
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