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Abstract: Objective To improve the supervision methods of imported drugs. Methods The sampling data of imported drugs collected
by the Beijing Institute for Drug Control from 2015 to 2019 were collected, the change trend of sampling quantity and the problems
found in the field sampling were analyzed. Results From 2015 to 2019, 14 kinds of dosage forms were involved in the sampling of
imported drugs, including chemical drugs, Chinese herbal medicines and biological products. According to the production and business
scope, the inspection application units of imported drugs were divided into chemical pharmaceutical preparation production enterprises, bi-

ological preparation production enterprises, drug wholesale enterprises, Chinese herbal medicine sales enterprises, pharmaceutical technology
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companies, etc. In 2017,7 448 batches and 33 769 pieces of imported drugs were sampled,which were the maximum within the statisti-
cal time limit. Compared with those in 2017, the number of batches and pieces of imported drugs in 2019 decreased by 84.16% and
94.45% respectively, and the number of batches and pieces of imported chemical drugs in 2019 decreased by 98.89% and 99.50%
respectively. From 2015 to 2018,the average number of sampling batches and pieces of imported chemical drugs(including chemical raw
materials and preparations) accounted for 82.45% and 93.17% respectively, which were higher than those of imported Chinese herbal
medicines and imported biological products. Among all the dosage forms,the number of sampling batches and pieces of tablets were the
most from 2015 to 2018, while that of injections were the most in 2019. From 2015 to 2017, the number of sampling batches and
pieces of imported drugs applied for inspection by foreign — funded manufacturing enterprises was the most among all the inspection ap-
plication units. The main problems found in the on - site sampling inspection were that the outer packaging was unsealed, the validity
period was not standardized, and the temporary storage environment and conditions didn’t meet the relevant requirements. Conclusion
The reduction of sampling and inspection tasks of imported drugs can reduce the drug inspection cost of inspection institutions and the
import cost of import inspection units,promote the rational allocation of inspection resources,and release the inspection ability of inspec-
tion institutions. While it brings convenience to the import inspection units,the corresponding regulatory risks should be considered. It is

suggested that targeted regulatory measures should be implemented in the sampling inspection of imported drugs and the market circula-

tion after marketing.

Key words:imported drugs;inspection efficiency;drug supervision;retrospective study
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Tab.1 Sampling situation of imported drugs from 2015 to 2019
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Tab.2 Sampling situation of different categories of imported drugs
from 2015 to 2019 [batch(piece) ]
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Tab.3 Sampling situation of imported drugs of different dosage

forms [batch ( piece) |

Gl 2015 % 2016 % 2017 % 2018 % 2019 %
KA 3026(20493) 4209028436) 4137(27214) 1378(9224)  54(180)
R 14002619)  1291(2242)  1724(3078)  1144(1631)  911(968)
Rl 144(640) 105(155) 207(442) 81(171) 2(2)
& il §8(200) 260(313) 103(174) 78(228) 9(81)
RFA 79(148) 33(75) 44(374) 13(32) 0(0)
BRA 39(77) 54(87) 12(12) 16(35) 0(0)
Al 56(214) 49(276) 85(164) 47(251) 11(30)
olaRA 17(49) 14(53) 18(88) 11(38) 0(0)
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bl 1279(2592)  887(2014)  1090(2105)  499(1190)  180(589)
At 6155(27082) 6948(33739) 7448(33769) 3377(13387) 1180(1875)

Note: " is for Chinese herbal medicines and raw materials.
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Tab.4 Sampling situation of imported drugs from different types of

inspection application units[batch(piece) ]
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BhEEAL 2934(8691) 3385(8801) 3963(10336) 1916(3990)  981(1257)
At 6155(27082) 6948(33739) 7448(33769) 3377(13387) 1180(1875)
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