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Qualification — Lifecycle Approach

s gF 2016 ABH)| WU HE FX (12,6 ~7A12H)

IME=SN == Qualification — Lifecycle Approach

s =5 O|UE HE0 AEZ= JIAH, Ul L= AMAE0 CHst MO0 Z2E0l D
Btst &AM & Jt(Qualification) ZHEHE AJH

ME=JNNE=4 - Asset Lifecycle Approach

- Impact Assessment

- VMP (Validation Master Plan)

- URS (User Requirements Specification)
- DQ (Design Qualification)

- Commissioning (FAT, SAT)

- 1Q (Installation Qualification)

- 0Q (Operational Qualification)

- PQ (Performance Qualification)

Cleanroom Fundamentals and Qualification

s 93 20164 ABHD| WEAFEHE FL (12,6 ~7A12H)

s M= Cleanroom Fundamentals and Qualification

s =4 OlAE HMEAN E=HQl 22E2 HE A0 ¥ 2222 2ERAL A ¥
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= e - Cleanroom J|= % & A H

- Cleanroom Standards Z~Jf (0il: 1ISO 14644 Al2|=X)
- HEPA ZH
- Cleanroom Testing

B Non-viable monitoring based on 1SO 14644-1

B Viable monitoring (=, Hol?, HBE 2 3)

- EU-GMP Annex 1 “SZ MMl XZ& JtO|=ctel” 2008F HEE =L MHE =
s HE
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s M= ISO 14644-1:2015 & W& L IHEH 24
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Temperature Mapping and Cold Chain Management
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ws M= Temperature Mapping and Cold Chain Management
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= e - Temperature (and/or RH) Mapping: HZ

- Qualification: Environmental Controlled Chambers (e.g., Incubator, stability
chamber, refrigerator, etc.)

- GSP (Good Storage Practice) and GDP (Good Distribution Practice)
- Cold Chain Management

- USP <1079> Good Storage and Distribution Practices For Drug Products




Validation of Moist Heat and Dry Heat Sterilization Processes
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ws M= Validation of Moist Heat and Dry Heat Sterilization Processes
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ME=JNNE=4 - Stem sterilizer design considerations

Microbiology of sterilization (F value, Z value, D value, BI, EI)
- Sterilization Cycle Development

- Full (initial) validation (heat distribution, heat penetration) for moist heat
sterilization processes

- Full (initial) validation (heat distribution, heat penetration) for dry heat
sterilization processes (dry heat oven, depyrogenation tunnel)

~end of document~




