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HUNAN MEDICAL PRODUCTS ADMINISTRATION 

DRUG GMP INSPECTION REPORT 
 
 
To Hunan Kelun Pharmaceutical Co., Ltd.: 
 
According to your application, the inspectorates from Hunan Medical Products 
Administration inspected your plant, located at Kangwang Industrial Park, Economic 
and Technological Development Zone, Yueyang, Hunan Province, from June 20th 2020 
to June 24th 2020 as per Drug GMP (2010 version) and relevant appendices. In 
comprehensive assessment, the production line of Lyophilized Powder for Injection 
(Line T4, including antineoplastic drugs) located at above site, meet the requirements 
of Drug GMP. 
 
The deficiencies (described in appendix) observed during our inspection are not 
intended to be an all-inclusive list of deficiencies of your company. Drug production of 
your company should continue to comply with Drug GMP requirement, so as to ensure 
quality and safety of the drugs you manufacture. 
 
 
Appendix: deficiencies of drug GMP inspection 
 
 
 
 

Hunan Medical Products Administration 
Aug. 18th, 2020 

Seal 
 
 
 





Hunan Kelun Pharmaceutical Co., Ltd.

Declaration Letter

ToWhom It May Concern,

We, Hunan Kelun Pharmaceutical Co., Ltd. declare that:

As from December 1, 2019,Drug GMP certifications shall be canceled,

and the corresponding applications/certificates shall be no longer

accepted/issued. On-site inspection shall be carried out of

pharmaceutical companies instead of GMP certificate. And the

corresponding results shall be notified to the enterprise.

The announcement can be found in the web of China NMPA:

https://english.nmpa.gov.cn/2019-11/29/c_456284.htm;

Hunan Kelun Pharmaceutical Co., Ltd.

2024-07-12
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