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https://www.agilent.com/en/service/laboratory-services/compliance-services/computer-system-validation

FPOLYMDAVTFAT AT —ERED CRIAREERYI I 7AVT AT RARMET—ER

N—=brF=97F - ACE V7 hox 7iEisEEHE - 1Q/0Q
TOLYROAVTIAT I ZBHEEN) T -3 A —F—Fuk — CSV POt REIRILT RN T —oa R —A—Fwk
5. UTZBDETRERTAIRSAVEEREIANDIVTSA TR % (A 50 % BRI HVEEHE)

WRFLoD. NUTFT—2a> O EMEILTEDICRIEET,

- ARCEBISLIEAZ—2—F VD HRETAX

- KEEREZEDB (FDA) 21 CFRPart 114 $& T EU Annex 11
(BF B LUEFESR)

— USFDA 21 CFR Part 210/211° S# O ESR R iEF 8 E A

- GAMP5° (UROIR—Z77O—FHLVV EFIICEDICIZEL
EZET)

- AREIARLIZAZ—2—FybTETORNIL

*EBEERN PQ TR O INZRITIDHRELBHDFET,

FOLrDOAYEA=RAIATLNIT—=23Y (CSV) DAYy

NUFT =23V 2AA—=E—Fy b AVY TV T —ERIZKD TIL VMDY IRIT T DNIT =23 2R L KD LS BF]
- B IR+OEN (&K 50 %)

- BiiRE ORI O 58iE

- ¥R TEOHSNI- GAMP 5 7Ot X DEMA

- RA—Z—FyMIBBEFEMTHRBREEATIL UMDY TSATYRAVYILEY N EBE THREAIAE

CSV 7O =¥ hDFREHER (B)
sz (NI

szi+ 222+ I
iz +2s—sot

0 2 4 6 8 10 12

W & BxXE%E B7Xb L IURELP S

POLrOAVYNT1TH—ER

DN

RERLNET,

14

TOLYEOERDAVTSATUREFRD . 2ENRURIOFHE. NUT—>3>DO%hE. BISO A RS PREINO#HEN 2> T51 7Y

ZRSEEF LN ET, FHlllZTE S,

BE X

United States Food and Drug Administration

Eudralex, Volume 4, Annex 11: Computerised Systems

Guide to Good Manufacturing Practice for Medicinal Products, Part Il, PIC/S, January 2017

21 CFR Part 11, Electronic Records; Electronic Signatures, current revision

21 CFR Part 211, Current Good Manufacturing Practice for Finished Pharmaceuticals, current revision
GAMP 5, A Risk-Based Approach to Compliant GxP Computerized Systems, 2nd Edition, ISPE, July 2022
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