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Editor's Note:

According to the requirements of the "Opinions on reforming the review and approval system for drugs and
medical devices" ([2015] No. 44) issued by the State Council of China and the "Opinions on deepening the reform of
review and approval system and encouraging the innovation of drugs and medical devices" ([2017] No. 42) issued by
both General Office of the Communist Party of China and General Office of the State Council, China Food and Drug
Administration (CFDA) actively promoted the reform of the review and approval system for drugs and carried out
solid and effective works on the consistency evaluation of the quality and efficacy of solid generic drugs and the re—
evaluation of the quality of injections.

Injections, as a widely used and fasi—acting dosage form, have high safety risk. In recent years, the drug recall
events caused by the reaction between packaging containers or materials and drugs have made the compatibility of
the injections and their packaging containers attract more and more attention. In 2012, the Office of CFDA issued
the "Notice on strengthening the supervision and management of pharmaceutical glass packaging injections" ([2012]
No.132) in order to solve the problem of incompatibility between pharmaceutical glass packaging containers and
injections. A number of guidelines for drug compatibility study were issued by regulatory authorities at home and
abroad, but no experiment method was provided in those guidelines. Therefore, it is still difficult for relevant institutes
to conduct the compatibility study.

In order to better implement the work requirements of "delegate power, improve regulation and optimize
services" proposed by the State Council, help scientific research institutes and enterprises carry out compatibility
study and improve quality and safety level of drugs, Institute for Packaging Materials and Pharmaceutical Excipients
of National Institutes for Food and Drug Control drafted this guideline based on practical experiences of compatibility
studies in the past decade, related guidelines and literature, as well as current status of the compatibility study of
pharmaceutical glass packaging containers with definite composition with a purpose of providing scientific, feasible
and effective experimental research methods as well as technical references for relevant researchers to promote the

technological innovation and industrial development.
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Technical Guidelines on Experimental Methods for the Compatibility between
Injections and Pharmaceutical Glass Packaging Containers
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Rl I8 (pH) PR /C T a] /h
0.9% HACFIE TR 8 121 2
3% MR IR SEBRI 80 24
3% MM EREN T L 8 80 24
20 mmol « L' H&MRIA R 10 50 24
0.001 mol * L™ NaOH ¥ SEBRI 121 05, 1, 2
0.005 mol * L™ NaOH % SEBRI 121 0.5, 1, 2-
0.0075 mol + L™ NaOH 1A% SEBRI 121 0.5, 1, 2
0.01 mol + L' NaOH ¥ SRR 121 05, 1, 2
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N
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AR
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o
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JLEH PDE JLE PDE
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