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Analysis of the Results of Drug Sampling and Testing in Hubei Province from 2013 to 2015
CAI Danning,JIANG Yan(Hubei Institute for Food and Drug Control, Wuhan 430075, China)

ABSTRACT OBJECTIVE: To evaluate the quality of sampling drugs of Hubei province, and to provide reference for drug enter-
prises and supervision department. METHODS: The data obtained by Hubei Institute for Food and Drug Control about provincial
drug sampling and testing from 2013 to 2015 were summarized, the overall quality and unqualified items were statistically analyzed
according to current standard. RESULTS & CONCLUSIONS: The number of total sampling batches was 7 721 and that of the un-
qualified batches was 333 (4.3% ) during 2013-2015. Most of the unqualified samples came from distribution units (2.8%-9.0% )
and medical institutions (5.2% -11.7% ). Among all sample types, the herbal medicine has the highest unqualified rate
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(12.1%-37.4% ), with the largest number of unqualified items (content determination, supplement inspection item, property, resid-

ual amount of sulfur dioxide, ash content). The quality of pharmaceutical preparations is relatively stable, and the unqualified items

correlated with drug types and dosage forms. The current issues of provincial drug sampling and testing are the variety of standard

levels, unreasonable sampling resource allocation and the low level of the industry. Supervision department is proposed to readjust

drug standard, reasonably plan sampling and testing process and strengthen production source controlling.

KEYWORDS Hubei province; Drug; Sampling and testing; Quality status; Suggestions for improvement
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Tab 1 The overall data obtained in drug sampling
and testing
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Tab 2 Drug standard involved in drug sampling and

testing[batch (%) |
IR (P R 20 O . ) A
2013 901(63.1) 63(44) 17(8.2) 281(19.7) 67147)
2014 1858(57.0) 336(103) 534(16.4) 464(14.2) 68(2.1)
2015 1954(64.4) 250(8.2) 358(11.8) 445(14.7) 25(0.8)
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Tab 3 Statistical results of the classification of testing

samples
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Tab 4 Statistical results of the sources of testing sam-

ples
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e FattR(h) M Aatihi) Bl Aataibi)
2013 419 9(1.9%) 2 38(5.3%) 8 15(6.6%)
2014 1529 29(1.9%) 1338 121(9.0%) 393 46(11.7%)
2015 1318 16(1.2%) 1113 31(2.8%) 541 28(52%)

2.3 BEHSHEAESHERME ST

i DL E AT AT LR IR, ARG rh R AR AR S 43
M —E R . S iE— 20 B 2 i o i R T e XL
BRI 28, A LN R S AN A6 5 H 4328430 H 1F
RN -

China Pharmacy 2017 Vol. 28 No. 1 - 127 -



2.3.1  ANG R H L RE 2B A A
A GRS H WA 5.
®5 HHMASHBBRETEZRM
Tab 5 Unqualified items and main types of TCM
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Note: “a” means gelatin source identification; “b” means staining

test; “c” means rosin acid test
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Tab 6 Unqualified items and main dosage forms of
Chinese patent medicine
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Tab 7 Unqualified items and main dosage forms of
chemical drugs, antibiotics and biochemical

drugs
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