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EBE5@E Ex5@4 EBE5@E FDA FDA EMeA ISPE Baseline ASTM
NYTF—a B EFEL-EEDN G EF)DGMPIE | RE GMP OHAKFSA> (ICH | GUIDELINE ON GENERAL | Guidance for Industry Annex 15 to the EU Guide to Good | Pharmaceutical Engineering Guide E2500-7: Standard Guide for
H17 EBERE 330001 & &t Q7A) PRINCIPLES OF PROCESS | Process Validation: General Manufacturing Practice Qualification | Vol.5 Commissioning and Specification, Design, and Verification
H16 FEHERK H13 EZEHE 1200 5 VALIDATION(1987) Principles and Practices and validation (2001) Quialification of Pharmaceutical and
(DRAFT GUIDANCE 2008) (2001) Biopharmaceutical Manufacturing
Systems and Equipment (2008)
Validation | /SF—3> NYF—ay Validation Validation Validation Validation
BEFROBERFEECICFIE, T8 BEDIRE. HiEXIEI AT L | Establishing documented evidence | The collection and evaluation of | Action of proving, in accordance with
ZTOMOREEERVREEEDA M. —BLT. TOHERTEL-HITFE | which provides a high degree of | data, from the process design | the principles of Good Manufacturing | * Vol.5(C&Q)IZIZEZREL
ENHIFINAEREE5ZXDILER EEETHEREE525HELVD | assurance that a specific process will | stage  throughout  production, | Practice, that any procedure, Vol.1, 2TIXFDA Guideline®D & &
L. ChEXELTBHILITEST, EBEDRIMEIRMITEXEIZLD | consistently produce a product | which  establishes  scientific | process, equipment, material, activity #*5|H
BHMETH2MEBICEAETHEMREE J0455 4, meeting its pre—determined | evidence that a process is capable | or system actually leads to the
EBHICEETESLLSICTHIE, specifications and quality attributes. of consistently delivering quality | expected results (see also
products. Process validation | qualification).
involves a series of activities
taking place over the lifecycle of | * Glossary of EU GMP
the product and process.
DQ BREOFRMEDHESR SR FHRREAR SR (DQ) B B AR 1 R (DQ) Stage 2 — Process Qualification Design qualification (DQ) Enhanced Design Review (EDR) Design Reviews
WERXBFE . FTRAF.NUERE | BENELITIRENERZTHETS | HiF. EEXIEVRATLLAEME Stage of process validation, the | The documented verification that the | A documented review of the design, | Planned and systematic reviews of
HEHZEEORMBNAELIZE | ZHICIEEARICEVNTIEIES | $5ARICEYTHLZEEHERL process design is confirmed as | proposed design of the facilities, | at an appropriate stage in a project, | specifications, design, and design
EIn,.ELFEZAF TSN, & NERFICRDIERFBIEN. BE | XEILTBHIE, being capable of reproducible | systems and equipment is suitable for | for conformance to operational and | development and continuous
EEShF-EHICTEAELTRB T | EICERIBHEOEKRIZIFICRE commercial manufacture. This | the intended purpose. regulatory expectations. improvement changes performed as
BILEHZHOBRABRUBRST | MADMEICRBEIhTWNSIE stage has two elements: (1) design appropriate throughout the life—cycle
EREBICHERTLIZEELS, HEREL. XEILTHEELS, of the facility and qualification of of the manufacturing system. Design
BRI RETERRELSRAMRTmED the equipment and utilities, and (2) reviews evaluate deliverables against
BEZEICKYITHhNS, performance qualification (PQ). standards and requirements, identify
problems, and propose required
PE = corrective actions.
1IQ ER M4 1 B AR 1 B4 (IQ) SRR BB R (IQ) Installation qualification Stage 1 — Process Design Installation Qualification (IQ) Installation Qualification (1Q) Verification
BAMFTRIFEBEL-ZBEL AR | BT XXIIHBLI-EE XL R | Establishing confidence that process | The commercial process is defined The documented verification that the | For “Direct Impact” systems— The | A systematic approach to verify that
(BH)SN=HRHARUVEEEED | TLANRKDEZ(T-HKFTRUELE | equipment and ancillary systems are | during this stage based on knowledge facilities, systems and equipment, as | documented verification that all | manufacturing systems, acting singly
BERFBHEICRE2I-IDTHAZ | EEDEREEESITDHIELFTET | capable of consistently operating | gained through development and installed or modified, comply with the | aspects of a facility, utility or | or in combination, are fit for intended
EEMERL. XEILTHIEENS, | LXEIETHIE, within  established  limits  and | scale-up activities. approved design and the | equipment that can affect product | use, have been properly installed, and
tolerances. manufacturer’ s recommendations. quality adhere to approved | are operating correctly. This is an
Stage 3 — Continued Process specifications and are correctly | umbrella term that encompasses all
Verification: installed. types of approaches to assuring
0oQ BIEHEEMEEE (0Q) EERFE S M EEE (0Q) Ongoing assurance is gained during | Operational Qualification (OQ) Operational Qualification (0Q) systems are fit for use such as
EEEICHERTIRBOVTIQ | FFITXIETHBLAEEXIFX routine production that the process | The documented verification that the | For “Direct Impact” systems— The | qualification, commissioning  and
RUREZERLI-ZIEAMT | TAAXPHL-EsEFTERL remains in a state of control. facilities, systems and equipment, as | documented verification that all | qualification, verification, system
RIFEBLIZFREDFEINDIE | 2ESICEBITHILEHRLXE installed or modified, perform as | aspects of a facility, utility or | validation, or other.
EEOEETERLEZEBYRR | ET5H2E, intended throughout the anticipated | equipment that can affect product
BT EHEEHERL. XELT ST operating ranges. quality operate as intended
EELNS, throughout all anticipated ranges
JOot X T RERE AR & The process specifications have been
st EEEICFERTHHRIMEICDOLTO established and essentially proven
QEEMLIz%. EEOEESEH acceptable through laboratory or
FEMLI-—EDIHHAEEE other trial methods and that the
L. ROBEBETHHIPANDIAT equipment has been judged
DEHIZDELEEFIEEZELE acceptable on the basis of suitable
H. XETDHIL, installation studies.
PQ BBt REORER RETEREEREEMm (PQ) EREERR R (PQ) Performance qualification Performance Qualification (PQ) Performance Qualification (PQ)
FrLUOTRMNEOF ZIZL | HEFIEEN. KB (BH) SN | BERUVEFNIZANET 21EBIEEE | Establishing  confidence that the The documented verification that the | For “Direct Impact” systems— The
U BEFIEEN. FTEINS | HBRUVEEFXCEDIE DR | RUVRATLN, RBESh =8 | process is effective and reproducible. facilities, systems and equipment, as | documented verification that all
BEEFHOBEESAKIZHEZY MM DOBIRMERKHEEET AL, T | AERUREBICE ST SR, connected together, can perform | aspects of a facility, utility or
ERLEEBYBRB ITHIEH | HHOBDREEICRIBRENHRES | DOBEMIHRETESLZLEEDR effectively and reproducibly, based on | equipment that can affect product
FINIHERZERLTWVWEI | EHEOEBYICHEETHILIC | LXELRTDHIL, the approved process method and | quality perform as intended meeting
ENEHERTEHIEELS, FY. HEEFTHER G DOBEREON product specification. predetermined acceptance criteria.
FEEFIEEDLLETERLIZE
BYURBL. BMETIREBEOHSA
ERETHIENTEDI LR
LxEesderny, | b
PV REEERETOESR Fa+R/)F—av (PV) Process validation Process Validation Process Validation (PV)
BEBTEEEEOEDRORER | * PYVOEBENEVDTIELL PQ | BRE/NTA—FNTIRE T HIIR | Establishing documented evidence The documented evidence that the | Establishing documented evidence
BERc. 4% EMDEER EPVERFILTLWEWEDEIR | A RERBRURESMEISES | which provides a high degree of process, operated within established | which provides a high degree of
BEZAVWT. B 4ADE K. I NREYEEZLND, (PSRER) L=k -[REFRE T D=8IZ | assurance that a specific process will parameters, can perform effectively | assurance that a specific process will
BE.dHEKRVEFORE PRI DBRMELHEETES | consistently produce a product and reproducibly to produce a | consistently produce a product
ENPFINIBEREZERLT ZEICEAT A EIZKDHERE, Tl | meeting its pre—determined medicinal product meeting its | meeting its pre—determined
WbléE. RA=ZOYMESEE MR UaAvALURINYF—23> | specifications and quality predetermined  specifications and | specifications and quality attributes.
HETNHANILIERZEEET S ICEALTIX. SEDEH L TRIIL | characteristics. quality attributes.
EIZKO>THRITHILEELNS, REOYRE—DDIIELLTHE * ValidationD E&EERIC,
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