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Abstract: Against the backdrop of China’s ongoing refinement of
cross-border medical device regulation, the Provisions on the
Administration of Medical Device Export Sales Certificates (effective
1 May 2026) further standardize certificate issuance by clarifying key
procedural rules and tightening requirements on submission
authenticity, quality-system conformity, and traceable recordkeeping.
On the import side, the regulatory emphasis shifts to risk-based
market entry, relying on importer classification, product risk grading,
proportionate inspection intensity, and risk alerts with rapid-
response measures to safeguard border entry and domestic use. This
article compares the two regimes in terms of regulatory logic and
legal effects, concluding that export sales certificates should be used
only as evidence of domestic regulatory status or manufacturing
conditions (not as a proxy for destination-market access), while
import compliance should treat inspection conclusions as a
substantive release condition and embed risk-response obligations in
standing procedures and evidence retention; it further proposes an
integrated approach centered on consistent core information, clear

responsibility allocation, and traceable, verifiable process records.
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