SIGMA SP™ e mwe

BECAUSE RESULTS MATTER

SPUTUM SPECIMENT COLLECTION

CODE DESCRIPTION SPECIMEN/SAMPLE SITE

MWSP SIGMA SP™ - 12x80 Vial - 1ml Mucolytic Solution Sputum sample

MDD: European Medical Devices Directive 93/42/EEC
IVD: European In Vitro Diagnostic Medical Devices 98/79/EC
*For Tube Only IVD’s, the Notified Body number for CE, and Approved Body number for UKCA do not appear on the markings.

INTENDED USE
Sigma SP™ is intended for the preparation of sputum specimens for microbiological investigation.

REAGENTS
>- SP™ vial contains 1ml of sterile mucolytic reagent

INSTRUCTIONS FOR USE plus picture
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1. Using a sterile transfer device — such as a pipette — add up to 1ml of sputum to the Sigma SP vial, and
replace cap.

2. Vortex tube for 30 seconds

3. Leave at room temperature for 15 minutes

4. Using loop or pipette, transfer a small amount of the liquefied sputum onto suitable medium for culture or
further processing.

5. Liquefied sputum can be kept at ambient temperature and should be used within 6 hours.

PRECAUTIONS

>- SP™ liquid is not caustic, however it is mucolytic so should be handled with care, and in the case of contact
with skin washed off immediately.

Dispose of any inoculated tubes safely in accordance with local procedures for pathology specimens.

MATERIAL SAFETY INFORMATION
Further safety information, refer to Safety Data Sheet.

STORAGE
Store the devices at 5-25°C

EXPIRY DATE
4 months from the date of manufacturing, expiry date printed on the product label.

SPECIMEN COLLECTION AND HANDLING
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BECAUSE RESULTS MATTER

Materials Provided;
Y- SP™ vial contains 1ml of sterile mucolytic reagent.

QUALITY CONTROL
>- SP™ is a media which is designed to be used with sputum samples, the SP medium breaks down the sputum to
allow for easier enumeration of bacteria.

Sterility test is performed for this product.

REFERENCES
* UK PATENT APPLICATION NUMBER 1705662.3; International PCT Application No. PCT/EP2018/058919
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In Vitro Diagnostic Medical Medical Device Method of Sterilisation Using Authorised Representative in the SGS Approval Mark
Device Irradiation European Community
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Use By (YYYY/MM) Date of Manufacture UKCA Mark Catalogue Number Batch Code
Consult Instructions for Use Peel Here Contains Sufficient for <n> Tests Swiss Representative
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