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Essentials of Control and Testing of Microbial Quality of Nonsterile and Sterile Products
2019 4£8 H19-20 H Lif

H#E® Agenda:
R TR] Time F /8 Topic
8:30-9:00 | &3 Registration
TR M EE AR Overview of Micro Basic
0:00.12:00 <1117> B ST <1117> Microbiological Best Laboratory Practices
. . TRAE Y SRR BE AT A i Variability of Microbiological Data
ERFHEERER Basics of Laboratory Investigations
5% 12:00-13:00 | F#& Lunch
Day 1 <61> IELHE = FIMAEMKRIN: | <61> Microbiological Examination of Nonsterile Products:
SR Microbial Enumeration Tests
Aug. 19 <62> JEFLHE = 5 AR : | <62> Microbiological Examination of Nonsterile Products:
P81 fa AR M, Tests for Specified Microorganisms
13:00-17:00 - ; ;
<1111> Acceptance Criteria for Nonsterile Pharmaceutical
I R h .
Egggi%@%ﬁ%ﬂ;iﬁgﬁ Preparations and Substances for Pharmaceutical Use, and
> & Control of Micro Contamination
<1112>3E T B 25 dh R /K 4335 M6 78 | <1112> Application of Water Activity Determination to
ERIMNHA Nonsterile Pharmaceutical Products
17:00-17:30 | [M%&F Q&A
<1115>JE LA E R ZS M B | <1115> Bioburden Control in Nonsterile Drug Substances
A and Products
9:00-12:00 | <71>TCHE MR <71> Sterility Tests
<1227> Tl A ¥ B W FE B IE | <1227>  Validation of Microbial Recovery  from
(RF1ELT) Pharmacopeial Articles (revision)
12:00-13:00 | ¥#& Lunch
% _923 <85> NFBR AL <85> Bacterial Endotoxins Test
ay
<1229>Z W) K BE <1229> Sterilization of Compendial Articles
Aug. 20 <1116>HH T ZHFEH MM AEY | <1116> Microbiological Control and Monitoring of Aseptic
140 W5y Processing Environments
13:00-17:00 et - — J
<60>JE T = b S AR WA T - e 2 o i .
MEERBEEE SR . <60> Microbiological Examination of Nonsterile Products
<1071>5€E§5§ﬁ’ﬂ%?‘ B B T Tests for Burkholderia Cepacia Complex; <1071> Rapid
i " " * Sterility Testing of Short Life Products A Risk Based
B - T Rk # 5 Approach (to be official on 1-Dec-2019)
CRIRAERD
17:00-17:30 | % Q&A
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