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Dr. Susanne Keitel side meeting » 2 H 415 Q2(R2)/Q14 B T{F4HIUK &35
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Devices Agency, f&fE PMDA) ~ #rinsz#4ERE2 S (Health Sciences Authority, f&

5 HSA) ~ 8857 & i 8% 5,27 22 (Ministry of Food and Drug Safety, f§## MFDS) -




Feg - Wk F 8 L BL B B A% RS (Swiss Agency for Therapeutic Products, fif f#

Swissmedic) REE FDA S35 810 6 A0 SSR A B A OIS Tt &r

t

0]

/

st &&r (European Federal Pharnaceutical Industrial Association, EFPIA) ~ H ANz
T#Wper (Japan Pharmaceutical Manufacturers Association, JPMA) ~ 25 5| €% 5%
K EBLERG R (Pharmaceutical Research and Manufacturers of America, PhARMA) -

AR alFr4H4%% (Biotechnology Innovation Organization, BIO) J7 Ef[&ES 12 %
& A4 v A UL M g L 1 (International Generic and Biosimilar Medicines
Association, IGBA)Z » K#EIZ S BRI g% 5% (Active Pharmaceutical
Ingredients Committee, APIC) - EDQM K, 3% ] &% #i 7z 5 & (United States
Pharmacopoeia, USP) = - {5 ka5 T 787 B H Dr. Yukio Hayama (PMDA) ~
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Dr. Grosche f{Z% ICH Q2 73/]\H¥ies HAlEaTii 34 - #° ICH
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HIERO R E B - HEXENASZBN s X HEZMED (high
level) - 4 HIE R 58 & 7% (multivariable methods) #5555 8588 i A ELESfH]
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(process analytical technique, PAT) HERGAF ~ M4 1 A2 B R AE L ~ M
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HEY ZHIEM (Reproducibility) EZ{E IR (Detection limit) 46 &
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SHEOE > BFRERFHYFMMER > 585 MODR jl -
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Considerations for Pharmaceutical Product Lifecycle Management )

Dr. Egal 5 ICH Q2(R2)/Q14 £ ICH Q12 FidH ¥ Al & s amés R » 4
A EICH Q2(R2)/Q14 B4 ICH Q12 (3.2.3.2. ¢ 8.1.) B AHHEZERY ~ B A filtls
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TARHAREE T > JeEIHBEAHS 5 A &R EL ICH Q12 K ICH Q13:
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#2245 1994 £ 10 H ICH Q2A: Text on Validation of Analytical Procedures 5z 1996 4
11 H ICH Q2B: Guideline on Validation of Analytical Procedures: Methodology Ry
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