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1. Manufacturer

Mercodia AB, Sylveniusgatan 8A,754 50 Uppsala, SWEDEN
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Catalog no:
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Mercodia Proinsulin ELISA
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3. Quality control

euality control has been performed for lot no 36359 according to standard

operating procedures at Mercodia AB, and the product is released based on

fulfillment of established acceptance criteria'

4. Calibration

The Mercodia Proinsulin ELISA is calibrated against the International Reference

Reagent for human proinsulin, IRR 84/611.

5. Assay method

Test procedure used is according to current Direction for Use for the product and

lot.

6. Intended use

Mercodia Proinsulin ELISA provides a method for the quantitative determination of
proinsulin in serum or Plasma.

7. Storage and handling

Recommended storage of kit is 2-BoC'

Storage of unused or diluted kit components is stated in the Direction for Use

B. Hazardous information
please refer to the Material Safety Data Sheet for hazard identification

9. Quality standard documentation

The Mercodia Quality System fulfills the QSR and the requirements for the

European CE mark, the DirectivegBlTglCE on in vitro diagnostic medical devices

Mercodia is ISO 13485 certified, for compliance with the International Quality
Management System for medical devices.
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