10

2026 1

2026
| | 2026.01.16 | 2026.05.15
https://www.gov.cn/zhengce/content/202601/content 7056255.htm

| 2026.01.30
https://www.cde.org.cn/main/news/viewlnfoCommon/62fdfc7ec29010954F77a7275948f5fe

| 2026.01.28
https://www.cde.org.cn/main/news/viewlnfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef

| 2026.01.28
https://www.cde.org.cn/main/news/viewlnfoCommon/624ddccf6ellf58f63b8ca84da210efd

mRNA
| 2026.01.28
https://www.cde.org.cn/main/news/viewlnfoCommon/bf7afldfed49dafhle5e709f9b22af8e

| 2026.01.26
https://www.cde.org.cn/main/news/viewlnfoCommon/59163f37ablbe38299982a452771fb11

2026
| 2026 53 | 2026.01.26
https://www.nmpa.gov.cn/xxgk/fogwj/gzwj/gzwjzh/20260126151948126. html

ICH E22
| 2026.01.23
https://www.cde.org.cn/main/news/viewlnfoCommon/9a9c3213a4f44e502bf7b18bbe93333d
Q3
| 2026.01.23

https://www.cde.org.cn/main/news/viewlnfoCommon/38c7c506185F3F4090FF07F8934e835h

| 2026.01.22
https://www.cde.org.cn/main/news/viewlnfoCommon/3c3ef49a5ab316a8d6ca95850b325dbb

| 2026.01.22


https://www.gov.cn/zhengce/content/202601/content_7056255.htm
https://www.cde.org.cn/main/news/viewInfoCommon/62fdfc7ec29010954f77a7275948f5fe
https://www.cde.org.cn/main/news/viewInfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef
https://www.cde.org.cn/main/news/viewInfoCommon/624ddccf6e11f58f63b8ca84da210efd
https://www.cde.org.cn/main/news/viewInfoCommon/bf7af1dfed49dafb1e5e709f9b22af8e
https://www.cde.org.cn/main/news/viewInfoCommon/59163f37ab1be38299982a452771fb11
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjzh/20260126151948126.html
https://www.cde.org.cn/main/news/viewInfoCommon/9a9c3213a4f44e502bf7b18bbe93333d
https://www.cde.org.cn/main/news/viewInfoCommon/38c7c506185f3f4090ff07f8934e835b
https://www.cde.org.cn/main/news/viewInfoCommon/3c3ef49a5ab316a8d6ca95850b325dbb
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21

22

https://www.cde.org.cn/main/news/viewlnfoCommon/3dda22a2276c2601a3c797f7800ect24

ONC201
| 2026.01.22
https://www.cde.org.cn/main/news/viewlnfoCommon/27cae5f5c6ee99cacdf0d86bcabdb06b

| 2026.01.22
https://www.cde.org.cn/main/news/viewlnfoCommon/ac589f93f46056151fdf1b037788f4ad

| 2026 8 | 2026.01.21 | 2026.01.21
https://www.cde.org.cn/main/news/viewlnfoCommon/59163f37ab1be38299982a452771fb11

| 2026 7 | 2026.01.21 | 2026.01.21
https://www.cde.org.cn/main/news/viewlnfoCommon/c21b811480b9b7908d172Ff97b467d133

| 2026 6 | 2026.01.20 | 2026.01.20
https://www.cde.org.cn/main/news/viewlnfoCommon/1b87c172f248c6eb876ea2b9d93c4dle

eCTD v3.2.2
| 2026.01.15
https://www.cde.org.cn/main/news/viewlnfoCommon/454f7eb43d4eh4c42503d697784903db

eCTD
| 2026.01.15
https://www.cde.org.cn/main/news/viewlnfoCommon/43ee306c48b514ch05fdbf6e6F873d67

9

. . | 2026.01.15 | 2026.01.15
https://www.gov.cn/zhengce/zhengceku/202601/content 7055835.htm

| 2026 8 | 2026.01.14 | 2026.03.01
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260115150651145. html

| 2026.01.14
https://www.nhsa.gov.cn/art/2026/1/14/art 109 19359.html

Q8 Q9 Q10 R5
| 2026 9 | 2026.01.14 | 2026.01.14
https://yjj-sh.gov.cn/qtgzwj/20260119/0a792c0d05FF48b985d96587dde73157 .html

| 2026.01.09


https://www.cde.org.cn/main/news/viewInfoCommon/3dda22a2276c2601a3c797f7800ecf24
https://www.cde.org.cn/main/news/viewInfoCommon/27cae5f5c6ee99cacdf0d86bc4bdb06b
https://www.cde.org.cn/main/news/viewInfoCommon/ac589f93f46056151fdf1b037788f4ad
https://www.cde.org.cn/main/news/viewInfoCommon/59163f37ab1be38299982a452771fb11
https://www.cde.org.cn/main/news/viewInfoCommon/c21b81148b9b7908d172f97bf467d133
https://www.cde.org.cn/main/news/viewInfoCommon/1b87c172f248c6eb876ea2b9d93c4d1e
https://www.cde.org.cn/main/news/viewInfoCommon/454f7eb43d4eb4c42503d697784903db
https://www.cde.org.cn/main/news/viewInfoCommon/43ee306c48b514cb05fdbf6e6f873d67
https://www.gov.cn/zhengce/zhengceku/202601/content_7055835.htm
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260115150651145.html
https://www.nhsa.gov.cn/art/2026/1/14/art_109_19359.html
https://yjj.sh.gov.cn/qtgzwj/20260119/0a792c0d05ff48b985d96587dde73157.html

23

https://www.nhsa.gov.cn/art/2026/1/9/art 109 19319.html

| 2026.01.08 | 2026.01.08


https://www.nhsa.gov.cn/art/2026/1/9/art_109_19319.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20260109170529189.html
https://ydcmdei.org.cn/article/800
https://ydcmdei.org.cn/article/801
https://www.cde.org.cn/main/news/viewInfoCommon/36ee8c76b47e89ebeb7032928fdf28ba
https://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/202601/t20260119_1140966.html
https://www.nmpa.gov.cn/xxgk/fgwj/xzhgfxwj/20260106115318178.html
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/djzcj/art/2026/art_3321d681741f48cfa3a8e6ef4b15cccd.html
https://www.cde.org.cn/main/news/viewInfoCommon/82297efd1a056419389839841110b2e7
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260107152912184.html
https://www.nhsa.gov.cn/art/2026/1/5/art_109_19241.html
https://www.cde.org.cn/main/news/viewInfoCommon/d8757d923718c270a975aef90f237ff7

34

https://www._nhc.gov.cn/yaozs/c100098/202601/b646423a2bda4b37al42bb9c3a9edcced. shtml


https://www.nhc.gov.cn/yaozs/c100098/202601/b646423a2bda4b37a142bb9c3a9e4ccd.shtml
http://beijing.chinatax.gov.cn/bjswj/sszc/zxwj/202601/87d5117eb178421e9fe101f374044eeb.shtml
https://yjj.beijing.gov.cn/yjj/zwgk20/tz7/743896312/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/tz7/743896709/index.html
https://stcsm.sh.gov.cn/zwgk/kyjhxm/xmsb/20260123/07561ce9723048b5a09e99901d57a532.html
https://www.shanghai.gov.cn/hqkjcx2/20260123/b7a92d6fba4a41d4a565862c34a7ef6f.html
https://yjj.sh.gov.cn/zh/20260109/96400cc1b414446c85f796b3786869c1.html
https://mpa.gd.gov.cn/ztzl/wybssd/wjjs/content/post_4848130.html

2026 2

| | 2025.12.17 | 2026.02.01
https://www.gov.cn/zhengce/content/202512/content 7052495.htm

2025
| 2025.12.09 | 2026.02.01
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art b480022de6d1440482d50319118efh66. html

2025
| 115 | 2025.12.18 | 2026.02.01
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art 3aaelf59fc7a4481aa4c8178424ca067.html

| 112 | 2025.12.11 | 2026.02.01
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art 70644edchd6349a09dbe2e32e725705d. html

| 18 | 2025.11.27 | 2026.02.01
https://www.mem.gov.cn/gk/zfxxgkpt/fdzdgknr/202512/t20251202 587134.shtml

2025
. | 37 | 2025.12.15 | 2026.02.01
https://www.ndrc.gov.cn/xxgk/zcfb/fzggwl/202512/120251224 1402564 .html

| 73 | 2025.12.12 | 2026.02.01

https://gzpc.gov.cn/zyfh/cwhgg/content/post 264323.html



https://www.gov.cn/zhengce/content/202512/content_7052495.htm
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art_b480022de6d1440482d50319118efb66.html
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art_3aae1f59fc7a4481aa4c8178424ca067.html
https://www.samr.gov.cn/zw/zfxxgk/fdzdgknr/fgs/art/2025/art_70644edcbd6349a09dbe2e32e725705d.html
https://www.mem.gov.cn/gk/zfxxgkpt/fdzdgknr/202512/t20251202_587134.shtml
https://www.ndrc.gov.cn/xxgk/zcfb/fzggwl/202512/t20251224_1402564.html
https://gzpc.gov.cn/zyfb/cwhgg/content/post_264323.html
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