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Automated HPLC Analyzer
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Low CVs, High precision
Technical Specifications
With less than 1% CVs, H50 delivers more precise and reliable results of HbA1c, especially
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Up to 50 samples per hour Name RTime  Area %
A High value CV 0.48% @ Normal value CV 0.56% @ Low value CV 0.44% LA 108
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Reagents and Consumable P3 F 19 2 0.9
. . P4 L-Alc 23 5 2.9
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Traceability to NGSP and IFCC et T s

Analytical column

257 mOD
HbA1c results generated by H50 are traceable to the international reference method as Probe cleanser ]
. | . . v . Hemoglobin A1c Calibrator (CAL-1.  CAL-2) 3
certified by "National Glycohemoglobin Standard Program (NGSP)" & "International Hemoglobin Alc Control (CRL-T+ CRL-2) ] H 50
Federation of Clinical Chemistry (IFCC)" 0 T (se0)
Data Storage Capacity o Automated HPLC Analyzer
Up to 50,000 results including numeric and chromatograms Va‘]f;:tf,’,“;
information Printtime: 2015-07-1010:00
Certificate of Traceability . .
Certificate Representative chromatogram

Traceability of Manufacturers to the IFCC Reference Measurement Procedure for HbAlc

This certifies that_Mindray , using Jon-exchange HPLC on H50/H50P VOItage: 100V-240V
has participated in and successfully completed the NGSP certification for manufacturers and is is certifics that_Shenghen Mindray Bio-Medical E| ics Co. Ltd. vsing HS50 and H50P
traceable to the Diabetes Control and Complications Trial Reference method. The : o i b .
comparison was performed with: Reference Material Institute for Clinical Chemist cipates in the Monitoring Programme to demonstrate traceability. In the Monitoring Programme Freq uency: 50Hz/60Hz
Standards (ReCCS) ASRL#1 e e e e e ALY the following performance was seen:
Deviation from IFCC-target at30 mmol HbAIc/mol Hb

o power requirement of » diabetic patient Gold standard for HbA1c analysis

The system evaluated was: ‘at 60 mmol HbA 1c/mol Hb :

HS0/H50P 20141201 140908
Reagent Lot ‘Calibrator Assigned Values:
2014081101, 2014081201, 2014071501 55%, 11.8%

Instoimek Calibrator Lot: Column Lot#: | 'at 90 mmol HbAlc/mol Hb :
| Reproducibility, coefficient of variation

Linearity, correlation coefficient

Date of Certification;__May 1, 2015 Certification Expires:_May 1,2016
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H50
Automated HPLC Analyzer

e HPLC method for HbA1c testing

¢ Method traceability certified by NGSP & IFCC
e 4 parameters: HbF, HbA1c, HbA1, eAG

e Lessthan 1% CVs

e 8.4inch large-size LED touch screen

e Upto 50 samples per hour

e First sample result reported within 3 minutes

e 2 sampling modes: autoloader and closed tube

e 40 tubes autoloader with random access

« Intelligent tube rack recognition

o Easy to replace analytical column

« Radio Frequency (RF) technology to read reagent information

start

« Data storage capacity: 50,000 results with chromatograms
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o Supports bi-directional LIS

mindray

H50 features include the Gold-standard High Performance Liquid Chromatography (HPLC)
method, a 50 tests/hour rapid throughput and high precision to measure glycosylated
hemoglobin (HbA1c).

The ability of H50, to directly measure HbA1c, HbF as well as other fractions, assists clinicians
take quick & confident therapeutic decisions. This greatly improves patient care.

8.4 inch screen

High resolution
User-friendly software
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Reagents

3 built-in reagents
RF* detection
Reagents saving

Sample mixing
Better mixing by inversion
More accurate results

HPLC column

Easy to replace
3,000 tests at least

~ Autoloader

40 tubes load capacity
Intelligent RF identification

Closed tube
STAT sample
Cap-piercing

*RF: Radio Frequency technology



