246 2019 3 33 3

WU, EFE, FuR, FIR, AW, B, RL0E GUTERRERIAET.S, W 110036)

AL F S SR F AR PRI PR ATILE, AR SRTIRERAEREFRBL T A
P LARERE o YRR EEENAR G REME SRR, SHREME ARSI E P L
I AT RS, MAR . T 5%k, &&. oA, S, £ 2R ETE LIRS HTEL,

WENIE R E oL EAGE S IR P RIAZLEFM, vESSNEIFAS T/E, B
BB AR GMP 2 R#/TEHE, IBMA S HZI R TN SR,

s, M WENES; FE; B4

R95 A 1002-7777(2019)03-0246-04
doi:10.16153/j.1002-7777.2019.03.002

Problems and Reflections on Pre-approval Inspection of Chemical Drug
Registration
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Certification Center, Shenyang 110036, China)

Abstract Objective: To summarize the problems found in pre-approval inspection of chemical drugs so as to
provide references for pharmaceutical manufacturers under the new situation of the reform of the drug review
and approval system. Methods: Combined with the current laws and regulations as well as the requirements of
drug registration inspection, the problems found during the on-site inspection of production process for drug
registration were classified and analyzed. Seven parts including personnel, plants and facilities, equipment,
materials, documents, production and quality management were discussed. Results and Conclusion: Certified
pharmaceutical manufacturers still had all kinds of problems in the process of on-site inspection. Full preparations
should be made before the inspection, and management should be carried out in strict accordance with GMP
requirements in order to produce drugs with high quality.
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