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[ Abstract |

chemistry, manufacture & control (CMC) dossiers of chemical and biological drugs. Because ICH has developed

The experience in the implementation of ICH M4Q in China was summarized, regarding the

many important quality and multidisciplinary guidelines after the implementation of ICH M4Q (R1) version, this

article discussed the specific requirements and major problems of CTD format in combination with the current technical

guidelines.
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BB 9 SN IR DR - 25 B K% A PR 05 S TR
3.2 A2 SN T YR ARV T T o X T 240
P AR A5 TR 2H A ) T2 R B 4 T B 22 S 1 L
S H R BERHA H 2U75 3 W B AL, AT AE R —
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PEFT SN S @ S H AR R IE SO M O
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PR30 e o B 40 BT 7 I 0 E 4 4, B4k o8 45 1 4y
Br 77 1 B UE R 4, AL SRR . @ e R R
P LA PR B 5T B i P, i R DGR T R
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ML) HPE . o3 A BB BB A TICH Q12 1Y 4 T 55 it
BEXT BT A B E A5 (ECs) (b HE S5 728 TE 48 B
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