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CERTIFICATE OF ANALYSIS

Product Name: RABBIT COAGULASE PLASMA Lot Number:
Product Code: PL.850-3, PL.850-10, PL.850-30 Expiration Date:

180446
2021 04

Additional Information

Description: Rabbit plasma Pack size: 30ml Storage conditions: 2-8°C
containing disodium EDTA Production date: 2018/04/23 Precautions: refer to SDS
as anticoagulant.

Quality Control Testing

Raw Materials and Components:

All incoming chemicals, raw materials and components are quality
controlled against predetermined specifications to ensure
reproducability.

Production:

Production is carried out against a Product Manufacturing Procedure
incorporating Standard Operating Procedures and Good Manufacturing
Practices.

Finished Product:

Lot to lot comparisons are carried out to ensure that the appearance of the
material, as well as the specificity and sensitivity, remains constant.
Quality Assurance

Testing against panels of S.aureus and S.epidermidis are carried out
against predetermined parameters. The above lot passed all tests.
Stability and Shelf Life of Lyophilised Product

Recommended storage temperature:2-8°C. Storage at lower temperatures
has no detrimental effect. Extended stability trials at 4°C, 25°C and 37°C
have shown that the product has a minimum shelf life of 2 years at 4°C
and at least one month at 25°C. Reconstituted material, using sterile
distilled water, should not be stored longer than necessary and should
never exceed the recommendations of the product literature.
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