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2.1. The equipment shall consist of the following components:

2.1.1. 9 Viable air samplers of the following specifications (one or the other):
2.1.1.1. viable air samplers capable of a flow rate of 100L per minute
2.1.1.2. viable air samplers capable of a flow rate of 25L per minute

2.1.2. The air samplers MUST contain an exhaust air filter or any other

technology to prevent particle generation downstream from the
sampler exhaust air port

2.1.3. 1 additional autoclave suitable stainless steel sampling heads (if

applicable) per machine (9 in total)

2.1.4. Rechargeable Battery

2.1.5. AC Adapter

2.1.6. Necessary instrumentation and electrical components
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2.1.7. 1Q and OQ validations to be done with the manufacturers original
approved protocols and procedures for each sampler by the supplier

as part of the bid.

2.2. Special Features / Design Criteria

2.2.1. The machines should be designed so that all operational activities
made by the operator should be easy accessed. Design of the
machine will be done in a way to minimize manual intervention.

2.2.2. All operative activities (change of plates, running etc.) should be
convenient and easily addressed.

2.2.3. Samplers must be capable of audio alerts for operation and
malfunctions.

2.2.4. The air samplers MUST contain an exhaust HEPA air filter or any other
technology to prevent particle generation downstream from the
sampler exhaust airport.

2.2.5. The system shall be constructed to meet regulatory requirements of
FDA as well as local Israeli standards including 1SO 14698-1, Annex |
and USP 1116.

2.2.6. Calibrations will be done in Israel by certified calibration contractor and
with quick turnaround times of around 48-72 hours.

2.2.7. Maintenance of air samplers in case of a malfunction or breakage
should be with quick turnaround times of up to 2 weeks' maximum or

the supplier shall supply Sheba with a replacement.

2.3. Performance
2.3.1. Compatible with standard 90 mm Petri dishes
2.3.2.  The machine should be easy to clean, with no hidden or inaccessible
places. There should be a smooth finish so dirt, cannot be collected in
"dead end" locations.
2.3.3. The machine should be capable of being cleaned with pharmaceutical

disinfectants such as 70% ethanol or 6% peroxide
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2.3.4. Battery should be able to support 6 hours' activity at least.

2.3.5. Battery and charger with 2 years' full guarantee.

2.3.6. User friendly and easy to use as possible. Programmable sampling
points are a bonus.

2.3.7. Changeable flow rates are a bonus

2.4. Documentation

2.4.1. Supplier shall provide (at minimum) the following maintenance
documents:
2.4.1.1. Calibration Certificate
2.4.1.2. Operation and Maintenance manuals
2.4.1.3. Recommended spare parts list

2.5. Scope of Supply

Shall include the following components described in this specification:

2.5.1. Supply of samplers

2.5.2. Calibration certificate NIST Traceable

2.5.3. Validation of all samplers according to the manufacturer's
recommended 1Q and OQ protocols and procedures

2.5.4. Operator Training and maintenance training

2.5.5. The scope shall also include, commissioning spares and spare part

list.

2.6. Guarantee and Warranty

2.6.1. The supplier shall be responsible for replacement and calibration, at
no change, of all faulty material or defective workmanship for 24
months after supply or 24 months after installation, whichever is latest.

2.6.2. The calibration turnover time will not exceed 7 days.

2.6.3. Process Performance guarantee shall be executed by supplier for
performing the system as per process conditions indicated in technical

specifications of Purchase Order.
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2.7. General Description

2.7.1. Locations sampled:

2.7.1.1. In Biosafety Hood for the aseptic work (Grade A area)

2.7.1.2. In grade B room for the aseptic work

2.7.1.3. In grade B-D rooms for periodical checkups
2.7.2. Standards

The following standards, where relevant

2.7.2.1. USFDA 21 CFR 11 and cGMPs

2.7.2.2. 1SO 14644-1/2 (current edition)

2.7.2.3. 1SO 14698-1 (current edition)

2.7.2.4. USP 1116 (current edition)

2.7.2.5. Annex | (current edition)

2.8. Operating Parameters

2.8.1. Flow rate (2 specifications)
2.8.1.1. 100L per minute samplers
2.8.1.2.  25L per minute samplers

2.8.2. Accuracy

2.8.2.1. If required should come with a Feller conversion table

2.9. Construction Details
2.9.1. Display

Large high resolution in color for super clear viewing with intuitive icons

for easy navigation
2.9.2. Battery Type
Rechargeable NiMH to last at least 6 hours of work.
2.9.3. Alerts
Samplers must be capable of audio alerts for operation and
malfunctions
2.9.4. Build
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Must be built from durable materials capable of being cleaned by
disinfectants such as 6% H202 or 70% Ethanol
2.10. Instrumentation and Control

2.10.1. Calibration certificate
NIST Traceable

2.10.2. Accessories

2.10.2.1.
2.10.2.2.
2.10.2.3.
2.10.2.4.
2.10.2.5.
2.10.2.6.

Power supply Cable, Universal 110-240V
Rechargeable NiMH Battery type
Calibration NIST Traceable

1Q+0Q validation protocols and execution
Operating manual CD

Printed Operating Manual
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