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Comparison Analysis of Package Inserts between Brand Name and Domestic Generic Antibacterial Drugs
GONG Hai-hong, LIN Zhi-giang (Dept. of Pharmacy, Quanzhou First Hospital Affiliated to Fujian Medical Uni-
versity, Fujian Quanzhou 362000, China)

ABSTRACT OBIJECTIVE: To provide reference for further standardizing package inserts of domestic generic antibacterial drugs.
METHODS: 68 pieces of package inserts for 34 kinds of brand name and generic antibacterial drugs were analyzed comparatively,
including ADR, precautions, drug interaction, pharmacology and toxicology and pharmacokinetics, according to Regulation for
Drug Package Inserts and Label Management and Regulatory Guidelines for Chemicals and Biologicals and other references. RE-
SULTS & CONCLUSIONS: The labelling rate of pharmacological effects in 68 drug package inserts is relatively high, but the la-
belling rate of clinical trial data on ADR and its proportion or frequency in package inserts of domestic generic antibacterial drugs is
lower than that of brand name drugs. The package inserts are not labeled or marked in detail in the case of need for caution and the
need to observe medication course; for influential factors of therapeutic efficacy and the effect of medication on clinical test, the la-
belling rate was also in low level relatively; the labelling rate of precautions about drug interaction and combination is significantly
lower than brand name drugs. The labelling proportion of toxicological explanation is not high, especially the majority of domestic
package inserts only contain pharmacological effects but not involve non-clinical toxicology research. In package inserts of domestic
generic antibacterial drug, the labelling rate of items about absorption, distribution, metabolism, pharmacokinetic parameters of
special populations, pharmacokinetic parameters in liver and kidney damage patients is lower or incomplete. Drug administration de-
partments are suggested to strengthen the labelling management in terms of ADR, precautions, drug interactions, pharmacology
and toxicology, pharmacokinetics and so on, so as to standardize and improve drug package inserts as soon as possible.
KEYWORDS Antibacterial drug; Package inserts; Brand name drug; Generic drug
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Tab 2 The labelling of basic items in 68 antimicrobial drug

package inserts

e BNtk
FRIEH o — o 7
fRER TRER, % TR fRER, %
R 34 100 34 100
I 34 100 34 100
HYMELER 34 100 3 97.06
P 34 100 31 9118
IR 2 7647 21 6176
g 34 100 34 100

P 2 AT, AN RO R R 2 Bl A5 H A 68
G325 S A A5 o AR R R 100% , 1 “ZGMAR AR <24
PR BRI S0 B A SR E O 24 5 R 2 2
SRR P A2 R
2.3 ARRRHBEXTERFEER

CHHIN Y H B T AN B SR 30 H I o 2 S 2R S AN
G R Z] S AN LR, 3N RSN 4™ B R | & A I A5
REUE R 0 RGNS LA 68 3 2 S B A5 AN K AR
KT E AR LR 3.

- 142 - China Pharmacy 2015 Vol. 26 No. 1

*®3 68MEymitAABEAT B WEXTIEREER
Tab 3 Related project labelling of basic items in 68 antimi-
crobial drug package inserts
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