114.06.18 &

H —?\j' EJ’IF:"_./EH;E ﬁ

&
P FER TR F 0 R

fi\:l JUE‘%‘; v
< ¢ (Quality Technical Document

|

LRl e
o BF R RRE AT T
QTD) $ 41 v A=A R AR P* - RFLR%HT o2 & FHIF
vREFAME P FEFRTHMY PR ZREEFES
FhMFE F LA L B RGP o
FANERFTHITY 25F - F A2 2orkipauz L PE AR
REGE T LA PR BRI
Sk

RiFdbr By o
HP3EN 23 EEL T L5 AREFF
BERQTDE A2 gt > ¢35 ¢

2021-2024 + & * —

B AT R H F LAt BEEREE
B A Y L4 2 20 Fmp s B LAY SEmY oF
BB KR AP B D RS

;{g‘v

LB SR
ko i B H AR o



114.06.18 &

Introduction to the Inspection of Quality and Technical
Documents for the Registration of Veterinary Chemical

Drugs
Chi-Ho, Liu

Abstract

The Animal Drugs Inspection Branch is responsible for the national inspection of
veterinary drugs. In addition to laboratory inspection work, it also conducts the
document inspection of Quality Technical Documents (QTD) for veterinary drug
registration. This presentation provides an overview of the inspection process for
QTDs in the registration of veterinary chemical drugs, covering the scope of QTDs,
regulatory basis, review methods, review statistics, common deficiencies, and case
studies.

First, the presentation introduces the scope of QTDs and the regulations governing
the review process. It provides an overview of the current regulatory framework for
veterinary drug registration in the country, including government regulations and
international standards. Next, it explains the review methods and key points of
assessment, along with the logical approach applied in the review process.

The review statistics section presents data on QTD inspection in recent years,
including the number of cases reviewed, requests for supplementary documents, and
common deficiencies encountered. This serves as a reference for the industry.

Finally, the document discusses common deficiencies and case studies,
highlighting frequent issues encountered during the application process, such as
incomplete documentation, insufficient test data, and misapplication of regulations. It
also provides specific case examples and improvement recommendations to facilitate
a more efficient inspection process.



