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Essentials of Control and Testing of Microbial Quality of Nonsterile and Sterile Products

2019 411 B 18-19 B M

H#E® Agenda:
P [E] Time /& Topic
8:30-9:00 | &3 Registration
<1117> B STE <1117> Microbiological Best Laboratory Practices
9:00-12:00 | FHAEYISEIHIE KR 2P Variability of Microbiological Data
ERFHEERER Basics of Laboratory Investigations
12:00-13:00 | F#& Lunch
<61> FELH= M M AEYRN: 4 | <61> Microbiological Examination of Nonsterile Products:
mR B ER Microbial Enumeration Tests
Day 1 <62> JETLH= SRR : ¥ | <62> Microbiological Examination of Nonsterile Products:
B AP Tests for Specified Microorganisms
Nov. 18 w | <1111> Acceptance Criteria for Nonsterile Pharmaceutical
I R ) )
13:00-17:30 ;ggﬁ%?ﬁﬁgﬁgﬁﬁﬁ BR Preparations and Substances for Pharmaceutical Use, and
> 135 Control of Micro Contamination
o S <60> Microbiological Examination of Nonsterile Products
<60?f|f/36'%?‘nnjﬁ’l§é%%‘dﬂﬂ ﬁ«ﬁﬂﬁ Tests for Burkholderia Cepacia Complex (to be official on
TEREEBERI AR e,
1-Dec-2019)
<1227>f A EN R R B0IE <1227> Validation of Microbial Recovery from
(RFIELT ) Pharmacopeial Articles (revision)
17:30-18:00 | % Q&A
<7T1>TTHE W, <71> Sterility Tests
9:00-12:00 — T : — : :
<1071>JE A F A= M PGETLE | <1071> Rapid Sterility Testing of Short Life Products A
BW-ETF R TE (A5 4-3¢) | Risk Based Approach (to be official on 1-Dec-2019)
FER | 12:0013:00 | £ Lunch
Day 2
<85>HE N B R RL <85> Bacterial Endotoxins Test
Nov. 19 | 13.00-17:30 | <1229>%4 $L¥1 5 KB <1229> Sterilization of Compendial Articles
<1116>FTH T2 FMENTE | <1116> Microbiological Control and Monitoring of Aseptic
ik kAl Processing Environments
17:30-18:00 | % Q&A
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