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Import permitted (free from licensing)
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1. Importation of medical devices for human use must be handled according to
the following regulations: (1) A photocopy of the medical devices pre-
marketing license or an approval document issued by the Ministry of Health and
Welfare should be submitted. In addition, the number of the pre-marketing
license (consisting of 14 letters and digits) must be declared and listed in the
import declaration . (2) If the medical devices being imported are dangerous,
then besides the photocopy of the medical device pre-marketing license and the
license number declared and listed in the import declaration, an approval of the
medical institutions/facilities procurement from the Ministry of Health and
Welfare 1s also required. 2. Importation of medical devices which are not for
human use are exempted from the above regulations.
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1. Importation of medical devices for human use must be handled according to
the following regulations: (1) A photocopy of the medical devices pre-
marketing license or an approval document issued by the Ministry of Health and
Welfare should be submitted. In addition, the number of the pre-marketing
license (consisting of 14 letters and digits) must be declared and listed in the
import declaration . (2) If the medical devices being imported are dangerous,
then besides the photocopy of the medical device pre-marketing license and the
license number declared and listed in the import declaration, an approval of the
medical institutions/facilities procurement from the Ministry of Health and
Welfare 1s also required. (3) Importation of laboratory kit for medicaments
(drugs and medical devices) clinical trial use should list the special code
DHMO00000000504 on the import application.2. Importation of medical devices
which are not for human use are exempted from the above regulations.
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(1) Importation of Mainland China products in this category is conditionally
permitted. The importation should conform to the regulations of "Consolidated
List of Conditional Import Items of Mainland China Origin and Regulations
Governing Import of Mainland China Origin Commodities".(2) Importation of
items on the "Consolidated List of Conditional Import Items of Mainland China
Origin and Regulations Governing Import of Mainland China Origin
Commodities" with "MXX" code requires Import Permit issued by the BOFT;
Importation of items without "MXX" code shall be subject to the general code
of import permit issuance.
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