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Qualification and Validation Study of Automatic Coagulation Analyzer

Yang Jingpeng', Xu Xiaonan” (1. Henan Food and Drug Evaluation and Inspection Center, Zhengzhou 450004,
China; 2. Henan Xinxiang Institute for Food and Drug Control, Xinxiang 453000, China)

Abstract Objective: To carry out qualification and validation study of automatic coagulation analyzer
according to the requirements of GMP and Data Integrity. Methods: Installation qualification (IQ), operational
qualification (OQ), as well as performance qualification (PQ) for STAGO coagulation analyzer were carried out
according to the requirement of GMP. Results: 1Q implemented a comprehensive verification of the equipment
and made a record; OQ accuracy confirmation, precision confirmation and interference testing confirmation all met
the requirements. PQ was determined using the human coagulation factor VIII product to test the valence and the
measured value was within the specified range and the CV value (2.05%) was in accordance with the regulations.
Conclusion: The comprehensive qualification and validation of automatic STAGO coagulation analyzer were
successfully implemented. The instrument met the requirements of human coagulation factor potency assay.
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1 98 91 33 40
2 92 92 35 43
3 95 97 36 42
ol (] 95 93 35 42
LAVZRR(EN | 82~116 87~117 29~43 34~46
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System Control N System Control P
IiH
11 K20 1% X 524 1% 11 R340 1% X T34 1%

1 91 95 32 36

2 88 96 35 38

3 93 95 34 37

4 95 92 36 35

5 93 93 37 39

6 95 95 32 34

7 92 93 33 33

8 93 99 35 32

9 95 98 36 35

10 90 90 35 36
HifE 92.5 94.6 34.5 35.5
Frosy 78 ~ 104 80 ~ 108 30 ~ 40 31 ~ 43
SD 232 2.72 1.72 2.17
CV/% 2.51 2.87 497 6.12
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1 73 51 98

2 78 57 92

3 77 51 95
BifE 76 53 95 (57~ 82~116)
CV/ % 3.48 6.54 3.16
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