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1. Submitter Information

A. Establishment Registration: 3002807968
B. Manufacturing Site: Radiometer Medical ApS
C. Company Address: Akandevej 21, DK-2700 Brensh0j, Denmark
D. Date Prepared: August 26, 2009

2. Contact Person

A. Jana S. Hellmann
B. Phone: (+45) 3827 3389
C. Fax: (+45) 3827 2727
D. Akandevej 21, DK-2700 Bronshoj, Denmark
E. E-mail: jana.hellmann@radiometer.dk

3. Application Correspondent
A. Lone Ronnemoes Pedersen

B. Phone: (+45) 3827 3335
C. Fax: (+45) 3827 27227
D. Address: Akandevej 21, DK-2700 Branshoj, Denmark
E. E-mail: lone.ronnemoes@radiometer.dk

4. Device Identification

A. Trade/Proprietary Name: ABL90 FLEX
B. Classification: Class II (21CFR § 862.1120)
C. Product Code: 75CHL.
D. Subsequent Codes: CEM, JGS, JFP, CGZ, CGA, KHP, GHS, GKR, KQI,- JIX, JJY

5. Device Description
The ABL90 FLEX system consists of a modular analyzer incorporating a user interface module
with a large colour touch screen interfacing the analyzer electronic and fluidic modules. The
user interface module contains the analyzer CPU and all of the required electronic interfaces
for external communication and data storage.

Sensors that measure pH, p02, pC02, potassium, sodium, calcium, chloride, glucose and
lactate are contained in a sensor cassette that connects to the sample inlet. This cassette
attaches to the front of the instrument.

An oximetry module measures ctHb, sOz, F02Hb, FCOHb, FMetHb and FHHb. This module
consists of a spectrometer, an ultrasonic hemolyzer and thermostatic components integrated
into the instrument.

The system also includes a solution pack for the calibration and automatic quality control of
the sensor and oximetry system. The solution pack includes calibration.and quality control
reagents individually packaged in sealed foil pouches.












