2022 8 36 8 903

MBE, BE, WL, BoE, YA (HEER5 eSS MR R SN
B E, PEEMAMEEMRRE, JbE 100050 )

NEERETEOEMM T EWE RS EREX AR RERBMA, STREAELFEH A
TR EBERBER LN, ARG R LT ENEE, AKXFRETHE, ECEC P = T
AAEA RS LT EaOEMH TR TR EEEN, FFRUNAERAERL, ARLFR L,
BASS AR LT EOEMAN T I LR IBRBEEBSNEEERY, TETHHBAL)E, XEE
b RBEH AR IE TR AARR, HAMFENLEZEIRNG; RAMALZERSSBOHALZES
HEREEEIAATHYRAHIE, KREXKT P FRARBORILEAEARZR, H9, SBT3
HEFEFNAGRIEHZRERE, BIEIEE T ERERR 6 3h &7, FEICH Q123557 W %
b, &8RRG R RSl ARG, HE F A e thse L e LR AT 8 8 226
JEA R BHTA

N

B, Bad; RE; ReHE; #i

\

R95 A 1002-7777(2022)08-0903-10
doi:10.16153/.1002-7777.2022.08.008

Overview of Post-marketing Management on the Changes of Pharmaceutical
Packaging Materials at Home and Abroad

Zhao Yanjun, Zhao Xia, Xie Langui, Yang Huiying , Xiao Xinyue  (NMPA Key Laboratory for Quality Research
and Evaluation of Pharmaceutical Excipients, National Institutes for Food and Drug Control, Beijing 100050,
China)

Abstract Objective: To introduce the general situation of management mode and technical requirements for
the changes of pharmaceutical packaging materials after drug marketing at home and abroad and put forward
suggestions and improvement on the weak points of China's relevant regulations in order to ensure the safety,
effectiveness and controllable quality of the post-marketing drugs. Methods: The similarities and differences
were studied by summarizing and analyzing the current laws and regulations, guiding principles and technical
requirements and management for the post-approval changes of the pharmaceutical packaging materials at
home and abroad. Results: Most of the requirements for the packaging materials' changes were covered in the
requirements for drug changes after drug marketing at home and abroad. The overall considerations, focuses,
change situations and research verification on the changes were basically the same, and the change risks were
given special attention too. The difference is that the requirements for self-change of the packaging materials

in the United States, Japan and Europe are clearly stipulated in the filing documents, while there are no specific
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requirements for relevant policy documents about the bundling review and approval in our country. In addition,

different countries have different risk assessment scales for some type of changes and foreign countries pay more

attention to dynamic assessment of the risk levels of change. Conclusion: It is the general trend to formulate a

more scientific and effective post-marketing management regulation for the changes under the guideline of ICH

Q12, combined with the material risk and the usage risk of drug packaging materials.

Keywords: drugs; pharmaceutical packaging materials; change; risk determination; assessment
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