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Analysis of Drug Use Labeling for Pregnant and Lactating Women in 762 Drug Package Inserts
NIU Jinru', LI Jun', WU Si', LIU Haijing’(1.Dept. of Pharmacy, Linxi Hospital of Kailuan General Hospital, He-
bei Tangshan 063103, China;2.Dept. of Pharmacy, Kailuan General Hospital, Hebei Tangshan 063000, China)

ABSTRACT OBIJECTIVE: To provide reference for drug use labeling for pregnant and lactating women. METHODS: The drug
package inserts were collected from Linxi Hospital of Kailuan General Hospital during Jul. 2013-Dec. 2015. The information about
drug use labeling for pregnant and lactating women was analyzed statistically. RESULTS: Among 762 drug package inserts, pack-
age inserts which were not labeled with or labeled with indefinite drug use information for pregnant and lactating women accounted
for 31.89% and 52.76% respectively. Among package inserts of 361 domestic chemical drugs and biological products, 339 Chinese
patent medicine and 62 imported drug, package inserts which were not labeled or labeled with indefinite drug use information for
pregnant and lactating women accounted for 22.99% and 25.21% , 44.54% and 88.50% , 14.52% and 17.74% , respectively. CON-
CLUSIONS: Except for poor drug use labeling for pregnant and lactating women in package inserts package, there still are other
problems, such as items listed dispersedly, presentation content not consistent. Compared with imported drugs, the missing informa-
tion for pregnant and lactating women are obvious in drug package inserts of domestic chemical drugs and biological products, and
severe in those of Chinese patent medicine. It is recommended that drug manufacturers should strengthen drug tracing and monitor-
ing after listed, and update and revise related content of package inserts timely; drug administration department should strengthen

drug package inserts supervision, and unify and standardize labeled content management of drug use.
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Tab 1 Drug use labeling for pregnant and lactating women

in 339 package inserts of Chinese patent medicine

[piece(%) |
TiH i P A EpiE KRS
’ gt WAL PRI A
71 339 113(33.33) 54(15.93) 2106.19)  151(44.54)
HAMIL 339 9(2.65) 12(3.54) 18(531)  300(88.50)
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Tab 2 Drug use labeling for pregnant and lactating women

in 62 package inserts of imported drugs|piece( %) |

e Ak A OiEd KR,
HH BOEC gomm  wmmEEm ERES AW
g 62 25(40.32) 22(35.48) 6(9.68) 9(14.52)
WAMEL 62 25(40.32) 20(32.26) 6(9.68) 11(17.74)
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Tab 3 Drug use labeling for pregnant women in 361 pack-

age inserts of domestic chemical drugs and biological

products|[piece( %) *]
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BRI 2% 3(12.50) 2(8.33) 8(33.33)  11(45.83)
HILRG 51 13(2549)  17(33.33) 3(588)  18(3529)
Mk R5 26 4(1538) 8(30.77) 5(1923)  9(34.62)
DI R5HZ 48 23(47.92) 9(18.75) 0 16(33.33)
AR5 2 30 10(33.33) 11(36.67) 0 9(30.00)
/e Wi 3 4(1250)  22(68.75) 0 6(18.75)
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TR 43 29(67.44) 9(20.93) 2(4.65) 3(6.98)
RIS Wi 2 16(61.54) 6(23.08) 3(11.54)  1(385)
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Note: “ * ” represents the percentage for the number of drug pack-
age inserts of each type; “ * * ” including steroidal anti-inflammatory
drugs and non-steroidal anti-inflammatory analgesic drugs
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Tab 4 Drug use labeling for lactating women in 361 pack-
age inserts of domestic chemical drugs and biological

products|piece(%) *]
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Note: “ * " represents the percentage for the number of drug pack-
age inserts of each type; “ * * 7 including steroidal anti-inflammatory

drugs and non-steroidal anti-inflammatory analgesic drugs
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