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Essentials of Testing and Control of Microbial Quality of
Nonsterile Drug Substances and Products

2021 3 H 23, 24 H 4 8:30 AM-12:00 PM

H#& Agenda:
Fof[E] Time /& Topic
8:30-8:35 | Opening Remark F3F-H
8:35-9:30 | MBNI<SI>HEA REdR <51> Antimicrobial Effectiveness Testing
R 9:30-9:40 /954 Break
Day 1 9:40-1040 | <% EXEH =R KM EMRM: | <61> Microbiological Examination of Nonsterile Products:
' ' Y HER Microbial Enumeration Tests
Mar. 23 | 10:40-10:50 | #A& Break
10:50-11-30 <62> EL W= S I AEMR W : | <62> Microbiological Examination of Nonsterile Products:
' ' PR A IR Tests for Specified Microorganisms
11.30-12:00 | M%& Q&A
8:30-8:35 | Opening Remark FHNAH
8:35.0:5 <60>3E & B 7= & 4k 4E 9 K Wl — | <60> Microbiological Examination of Nonsterile Products
' ' VERAA T IR R Tests for Burkholderia Cepacia Complex
_ 9:25-9:40 Pyt Break
BoF "
Day 2 ' ey | <1111> Acceptance Criteria for Nonsterile Pharmaceutical
9:40-10:30 Eg;;'jéf@*ﬁ@gﬁﬁﬁ S Preparations and Substances for Pharmaceutical Use, and
Mar. 24 gl 3 Control of Micro Contamination
10:30-10:45 | /£ E Break
. . < s <1227> Validation of Microbial Recovery from
10:45-11:30 | <1227>G LW B FKAE Pharmacopeial Articles
11:30-12:00 | [H%¢ Q&A
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