
Statement

We, Taizhou Mabtech Pharmaceuticals Co., Ltd, hereby state that GMP certificate is

not applicable any more in China as per Chinese authority requirement. The

supporting reasons are described as following:

1.To support the Chinese drug administration law, Chinese authority released an

announcement in 2019 to explain some events including that GMP certificate is not

applicable in the future.

The announcement is published in the Chinese authority website. Kindly check the

screenshot of the website as Annex 1.

2.Currently the actual authority GMP inspection format is similar to Europe and FDA.

The provincial authority is mainly responsible for GMP inspection. After inspection is

completed, drug authority will release an announcement in its website to inform

public the results of all inspections conducted during a period. Kindly check the GMP

compliance inspection resluts published in the local drug authority website for the

manufacturer in Annex 2. It is the screenshot of website with English translation.







English translation

Announcement on GMPCompliance Inspection Result of

Jingsu Medical Products Administration(No.58 of 2021)

According to Chinese Drug Administration Law and Measures for the Supervision

and Administration of Drug Production, hereby announce the GMP compliance result

of Taizhou Mabtech Pharmaceuticals Co., Ltd after site inspection and comprehensive

evaluation.

No. Manufacturer Production address Inspection range Inspection date Conclusion

1 Taizhou Mabtech

Pharmaceuticals Co.,Ltd.

G79 Building, East of

Lujia Road and West of

Koutai Road, Chinese

Medicine Center, Taizhou,

Jiangsu, China

Biological product for

treatment (infliximab

for injection,

lyophilized powder)

Mar, 9, 2021 -

Mar, 14, 2021

Compliance

Jingsu Medical Products Administration

August 3,2021
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