Chinese Journal of New Drugs 2023,32(12)

______________________________________________________ \
A= Er B E%Vﬁfzﬂﬁﬁﬁ&ﬁ% }

Moo L
(IEHXAGEEEEREELEFEZER P, AL 1000445 2 & & & & 25 & B 7 2% 0, 4 % 100082)

[(WE] B205F B FIFFHAELHNRIBHEARECATENRRMET RO AEAKE,
RFHWHEARBERE L, T E HBE(HRAMBETIEREFY (BEEZ A MHAEREN)%E HEEHRE
AR EUFGAFE NG REAMBREI R KA THFEHREMNFTEALE XL AL B B R %
THERECERAAZE HEEFREFCEAL(CMP) AT A BB AR EEF A, RXALFHCHH
EMBEESHREEHTAR METHNFHUAFH G EMZEE SN ERE N, T3 2019—2021 £ 44 #
HRFHAMBEF RN EE B MIAATHN S E A, 32 A8 S 2B, DU 8 AT b 6 37 2 #F & Rt

RUESE WA BN T EMBECE I FREEL,
[X@R] hFEHeFAG,EMEEZTEFAA
[HES%(E] RIS [TEkbRERM] A [XEHE] 1003 —3734(2023)12 - 1206 - 06

Analysis and countermeasures of main problems in pre-approval
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[ Abstract] Since 2015, a series of policies implemented by China’s drug review and approval reform have
built a good ecological environment for the development of innovative drugs in China. The development of innovative
drugs in China has achieved initial results. In recent years, with the increase in the number of pre-approval inspection
tasks for innovative drugs, prominent problems such as unclear responsibilities between drug registration applicants
and entrusted units, imperfect quality management systems and many GMP observations were found in the pre-
approval inspections according to the verification standards such as the “pre-approval inspection procedures” and
the “main points and judgment principles on pre-approval inspection”. This paper studied the characteristics of the
innovative chemical drugs, sorted out the basic situation of the innovative chemical drugs, summarized and analyzed
the main problems found in the pre-approval inspection of innovative chemical drugs from 2019 to 2021, and put
forward corresponding suggestions, in order to provide reference for the research and development and registration of
new drugs in the industry and provide reference for pre-approval inspection of innovative drugs.
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