
       

国家药监局关于适用《M7（R2）：评估和控制药物中DNA反应性（致突变）杂质以限制潜在致癌风险》
国际人用药品注册技术协调会指导原则的公告（2024年第1号）

发布时间：2024-01-05

　　为推动药品注册技术标准与国际接轨，经研究，国家药品监督管理局决定适用《M7（R2）：评估和控制药物中DNA反应性（致突变）杂质以限制潜在致癌风险》国

际人用药品注册技术协调会指导原则（以下简称M7（R2）指导原则）。现将有关事项公告如下：

　　一、申请人需在现行研究技术要求基础上，按照M7（R2）指导原则正文、问答及附录的要求开展研究；自2024年1月3日开始的相关研究（以试验记录时间点为

准），均适用M7（R2）指导原则正文、问答及附录。

　　二、相关技术指导原则可在国家药品监督管理局药品审评中心网站查询。国家药品监督管理局药品审评中心负责做好本公告实施过程中的相关技术指导工作。

　　特此公告。

　　

　　

　　

　　国家药监局

　　2024年1月3日

中 En无障碍 关怀版

请输入关键字

        

本站由国家药品监督管理局主办 版权所有：国家药品监督管理局

Copyright © NMPA All Rights Reserved

网站标识码bm35000001 备案序号:京ICP备13027807号  京公网安备11010202008311号

地址：北京市西城区展览路北露园1号 | 邮编：100037 |   联系我们

2024/8/3 13:46 国家药监局关于适用《M7（R2）：评估和控制药物中DNA反应性（致突变）杂质以限制潜在致癌风险》国际人用药品注册技术协…

https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20240105155616198.html 1/1

https://www.nmpa.gov.cn/index.html
https://www.nmpa.gov.cn/index.html
http://v.t.sina.com.cn/share/share.php?title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1&url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html
http://v.t.sina.com.cn/share/share.php?title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1&url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html
http://sns.qzone.qq.com/cgi-bin/qzshare/cgi_qzshare_onekey?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1&api_key=
http://sns.qzone.qq.com/cgi-bin/qzshare/cgi_qzshare_onekey?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1&api_key=
https://www.nmpa.gov.cn/wbppcss/ewm.html?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1
https://www.nmpa.gov.cn/wbppcss/ewm.html?url=https%3A%2F%2Fwww.nmpa.gov.cn%2Fxxgk%2Fggtg%2Fypggtg%2Fypqtggtg%2F20240105155616198.html&title=%E5%9B%BD%E5%AE%B6%E8%8D%AF%E7%9B%91%E5%B1%80%E5%85%B3%E4%BA%8E%E9%80%82%E7%94%A8%E3%80%8AM7%EF%BC%88R2%EF%BC%89%EF%BC%9A%E8%AF%84%E4%BC%B0%E5%92%8C%E6%8E%A7%E5%88%B6%E8%8D%AF%E7%89%A9%E4%B8%ADDNA%E5%8F%8D%E5%BA%94%E6%80%A7%EF%BC%88%E8%87%B4%E7%AA%81%E5%8F%98%EF%BC%89%E6%9D%82%E8%B4%A8%E4%BB%A5%E9%99%90%E5%88%B6%E6%BD%9C%E5%9C%A8%E8%87%B4%E7%99%8C%E9%A3%8E%E9%99%A9%E3%80%8B%E5%9B%BD%E9%99%85%E4%BA%BA%E7%94%A8%E8%8D%AF%E5%93%81%E6%B3%A8%E5%86%8C%E6%8A%80%E6%9C%AF%E5%8D%8F%E8%B0%83%E4%BC%9A%E6%8C%87%E5%AF%BC%E5%8E%9F%E5%88%99%E7%9A%84%E5%85%AC%E5%91%8A%EF%BC%882024%E5%B9%B4%E7%AC%AC1
https://www.nmpa.gov.cn/index.html
http://english.nmpa.gov.cn/
javascript:void(0)
javascript:void(0)
https://weibo.com/u/1335661387
https://mail.nmpa.gov.cn/
https://zwfw.nmpa.gov.cn/web/user/login
https://www.nmpa.gov.cn/hudong/weixin/index.html
javascript:;
https://beian.miit.gov.cn/
http://www.beian.gov.cn/portal/registerSystemInfo?recordcode=11010202008311
https://www.nmpa.gov.cn/hudong/lxwm/index.html
http://bszs.conac.cn/sitename?method=show&id=7A8439F78D616CC8E05310291AACA486

