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Smear Spatula

Intended Use

Quality

GYNECOLOGY PRODUCTS

Manufactured under ISO 13485:2012 Quality Management System standard.
CE marked according to 93/42/EEC Medical Device Directive and classified as Class I sterile medical device.
Notifed Body: UDEM Ltd. Şti. (2292) 
EC Certification No: M.2016.106.7000 
GMDN Code: 32679
Barcode: 8698881910758 
Ref No: 240 01

Raw Material

Polyoxymethylene.

Sterilization

Sterilized with Ethylene Oxide. 
Validated with ISO 11135 standard.

Biocompability

Latex free. 

Shelf Life

5 years.

The device is used in the collection of a pap smear screening procedure for cervical cancer.
Smear Spatula are used by professional users generally for taking sample from the vagina for smear test.
Smear Spatula is a sterile, single-use medical device with transient use.
Main performance indicators for Smear Spatula are sterility, ability to collect the sample, allow to transmit sample to microscope slide
 and not to give any discomfort to patient during the sampling. 
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