
项国际认证标准及 符合国际⽔平审核员11
Internationally certified standards and auditors who
meet global qualification levels.

JSM ⻢来西亚标准局

PIC/s 欧盟 药品检查合作计划 NEBB 美国 国家环境平衡局

NPRA ⻢来西亚 国家药品
监管机构

⻢来西亚 细胞与基因治
疗产品

ISO 14644 
洁净室及相关控制环境

NPRA ⻢来西亚卫⽣部 国际
药品监管机构

测试与校准实验室 （注册于国际实
验室 认可合作组织）

ISO/IEC 17025:2017 
⼲细胞数量审核

ISO/IEC 17025:2017 
⼲细胞活性度审核

第三⽅ 认证
Third-party certification

Cell and Gene Therapy
Products in Malaysia

现良好⽣产规范

Current Good
Manufacturing Practices

(cGMP)
ISO/IEC 17025:2017 

Stem Cell Quantification Audit

Jabatan Standard Malaysia (JSM),
the Department of Standards

Malaysia

National Pharmaceutical
Regulatory Agency (NPRA) of

Malaysia

National Pharmaceutical
Regulatory Agency (NPRA),
international pharmaceutical

regulatory authority under MOH
ISO/IEC 17025:2017 

Stem Cell Viability Audit

Pharmaceutical Inspection Co-
operation Scheme (PIC/S) –

European Union Pharmaceutical
Inspection Cooperation Program

National Environmental Balancing
Bureau (NEBB) of the United

States

ISO 14644: Cleanrooms and
Controlled Environments

Testing and Calibration Laboratories
(Registered with the International

Laboratory Accreditation Cooperation)

Life


