B2 T i R YR YT 4435 Vol.22, Suppl.
2024411 H Clinical Medication Journal November, 2024

-HEAREETEMIETSE RN (E=M) -
EFRE AmEEITMIEE

ALDNA IR EE D T AT
. B R B AL s AN B 2 B AL st PR e 255008 db st 10073052, EEBERFR MR JL it 2 a B Be 25508, db T
100038

[(HE] AnhsAtrchm AR Bt i, XA B WG TE R Lok, LA ET E20
EL, HRREFNOEIZAGNATRERNLBOEERBRAREILERE ] RR—il A4 5B RE, A
A BT H AR AR T EEHRBIFRRIRERAL, SRR EGFEN ST XA 3. Lk M TR
i%iﬂﬁliﬁ@mﬁAiﬁiﬁ%oiﬁM%&ﬁ%é&é&ﬁﬁ@ﬁ@%&iﬁfﬁﬁﬁé%ﬁﬁ#%
FEANIARG SN E T EXEZNTFNAE A FRERLORKFEENBT AR RN AEAT %, 5F
RETHRRABFNHARRLE, §EHTFRILEH Muck_%%ﬂ m@fﬁ%ﬁﬁm%i\%ﬂ

[K$iR] tLF o A MmHl ;R0

[(hE4H%EE] RS [ EktRinA] A [XEHE] 1672-3384(2024)Z1-0032-04

Doi:10. 3969/j. issn. 1672-3384. 2024. Z1. 005

Chapter 5 Guideline for Drug Quality Evaluation
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[Abstract] The quality of drugs is the basis of their efficacy and safety, thus is closely related to the therapeutic outcome
and life and health of patients, having especially important clinical significance. The purpose of drug quality evaluation is
mainly to learn the general quality situation of a certain drug or compare the qualities of drugs with the same genetic name
manufactured by different companies, thus to provide reference for medical institutions to select pharmaceutical products or
update formulary and also for relevant authorities to make decisions. There are three methods to conduct drug quality
evaluation: literature review, laboratory experiment, and the combination of literature review and laboratory experiment. This
chapter introduces the contents and methods of drug quality evaluation from the perspectives of quality level, quality standard,
post-marketing quality supervision and assessment, key evaluation items for drugs of specific classes or dosage forms, package
insert, labeling, package, etc. , and proposes the technical route of drug quality evaluation, aiming to provide some ideas for
professionals to conduct quality evaluation of chemical drugs and biological products.
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