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ABSTRACT: OBJECTIVE  To find the root causes and primary aspects for problems found in pharmaceutical industry 

self-audit, and perform corrective measures to acquire the expected effects in a minimized manpower and material resource. 

METHODS  A combination of Pareto, brainstorming, cause-and-effect diagram and “5 why” analytical methods were applied 

to analyze the problems found in self-audit. RESULTS  The root causes and primary aspects for problems from pharmaceutical 

industry self-audit were found, thus carried out the corrective and preventive actions, which made the number of all kinds of 

defects in self-audit gradually reduced, and improved the GMP level of pharmaceutical industry. CONCLUSION  A 

combination of Pareto, brainstorming, cause-and-effect diagram and “5 why” can effectively grasp the main aspects of the 

problems, then find the root causes, thereby we can invest the finite manpower and material resource in solving the primary 

problems, thus avoiding the recurrence of the problem and improving the resource utilization rate. 
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Tab 1  The classification statistics of defects found in 

self-audit 

STUVW STUX YZSTUX 

[\[] 26 26 

^_`a 17 43 

bc/de 14 57 

fNg7 13 70 

BC� 13 83 

hi 11 94 

jk/lm 9 103 

no 6 109 

pq 7 116 

rZ 116 − 
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Fig 1  The Pareto-Chart of defects found in self-audit 
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Fig 2  The Cause-and-Effect diagram of equipment and facilities defects 

The number in the bracket shows the amount of the defects

¯E#KL�——
¥CM  

¯E#
¥CM�——q»¼ØN�ß 

»¼¯lCMN�ß�——OM�)PMQ

Z»¼R 

¯E#OM�)PCMN�ß�——j¯O

M)OMS�Þ:TMU  

¯E#VÞ:TMU�——j¯OMSWX 

k�Y��
¥CM�>�
µÄZ[\~�

"Ì��~¶·�´:�X�(�¶·�	*i

j�d±�¶·]����3!�Ú 5why bcÞ�

&'^YÒ�(�¶·�	*ij!�dh��

��� 116 B¶·��Úd_�ÞFQ	*ij�

Ñ]`ýaß�¾C'�Däij�wx�0q

u���ý�þ´ 2! 

� 2  �������	
 

Tab 2  The classification statistics of primary cause 
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Fig 3  The Pareto-Chart for primary causes of defects found 

in self-audit 
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