VxR v 758 2014:8 1 010-018

(— #&% #& X

FEREELREEREZERICEITHRMFIOBEICREAT AR

A Study on the Differences in Additives between Brand-name and Generic Drugs
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Summary : The apprehension toward generic drugs may be due in part to a perception of differences in additives
between brand-name and generic drugs. In this study, we conducted an analysis of additives that may induce adverse
reactions such as allergies or aspirin-induced asthma. Using information provided in package inserts, we examined the
use of the target additives in orally administered drugs, topical drugs, and injectable drugs, and compared the differences
in additive use between brand-name and generic drugs. In addition, we also compared the additive content between brand-
name and generic injectable drugs, and investigated the relationship between additive content and warning statements.
The results showed that for all target additives, there were no statistical differences in the frequencies of additive use
between brand-name drugs and generic drugs, regardless of the administration route. However, the analysis revealed that
there were certain additives that were more frequently used in either generic drugs or brand-name drugs. Furthermore,
there were no major differences detected in additive content, indicating the need for cautious utilization of both brand-
name drugs and generic drugs based on factors such as patient history of adverse drug reactions and food allergies.

The lack of consistent findings with regard to the association between additive content and warning statements suggests
that, as exemplified by the European system, Japan should consider the necessity of developing scientifically based
guidelines for warning statements concerning drug additives.

Key words : additives, generic drugs, drug allergy, side effects

REBREERERZARRTL2HHO—D2L LT, ®IEEIHEMAIIERSE wh & B2 2 7RI 2 M1 LT 2 & i
Mok, TIT, KFETE, 7TLVF—RT7AEY) YhlOKRKNE 25 WRIEDH 2 RIMA 2R E L, BRASCE
HHEAM LT, WAL JOIA, A Z RSB 2 REMA ORI 2 A L, JeFeER I & RIERE
mn DWMF OMEZ LB L7z, S 512, EHAITOITEERSE i & I8P 3. in ORI & A o el OV & A i
EEBMGREITROBFRIZO VT O A L7z

ZOFER, NERMA SR TIE, WFNORIRIT b ST M & I8RO QI O BRIt 1A =
IR BN dp o 72%%, —HRICIRFER I ah TOMBED S W IEIA, S OVEFE R 3. dn T O S ATHEE A% Wi Al
MO ON T, BMAIEARICERS ZECITED OGN, BFREREN, REEELPICHIPDLT, BHED
TUNF—EERZR A EESLEEEZEZ bR

WA &A= SR EEIOROA I L TE—HBEEP#D 5N, HARIZBWTY, WIHNORIELZSEI, RA
DIEFWHEFORIZE LR AR IED S A F T4 VEOLEEZRETREEEZ 6N

FoU—F DRIA, REEES, TLvF—, BIEH

* T990-2331 LB I S VY 2-2-2
TEL & FAX : 023-628-5257
E-mail : EMIKO_KONDO®@env.go.jp

10 YA v 7ii%E Vol 8 No.1 (2014)
gogooo



