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11 BRiERERSE

1.1.1 5l

LRENAMETREEEMNE (GMP) T 1962 A TRt T AER—%
M. E, GMP fBEE FSCEMIRE “AWr R B SEE" B, 7224 & 4 5 s i Rk
o B R A FH 2 T2 M LR 32 O R SE

FERIIR SC B R rh . AT 28 i A7 B R AUE T B A IRZE L R AL, GMP 194 & A W
R, HEAKNHOSROFSMEFHAEAEE. GMP MEIRMELRBEH T — 1M,
REMEHAE R, SERZ A RS AR SO RT, BRI R RES.

(1) #EFfE B2 W PR A0 2189 GMP 4 fE 3% i 1) [ PR ML E FDA $r o 248

(2) Hikde 20174 11 A1 H, BREREEMHAXEIADBOTIRER. RFAHRLIAA
XTI R A AR

B0 GIEFE 24 i A 7 A0 B AR GE AP B9 M 2 FAE T+ 4 kB, GMP P IRIEBE S B SIA, RS
HHREEHE S CRERIE” SRR, BIESNIE R MR R R GMP @M. RA
75 [ TRAL ) — T8 H AL EE .

1. 1.2 BuEM ik

T RS E R TE B, R IGAIE R AR IR, X T 3 A 50 P B E PN R O U S MO 2 L A
BAETAE+ A 2.

X GMP % J& 7= A= T 5% i (1) o uE A 2R IR T 36 H .

o 20 42 50~60 4FAX, 54 A5 T B0 & TR MOILRE S B A KA .

* 1970~1976 4F, AT —FRIMMBUMAER . 1971 4F 3 AHE—RAN, £E 7 MMy 8 fr
Epe &4 T 150 RBUNAER G —BfE, BoiiEmeflE % 350 A 197143 A 27 B, #61ES
IKF] 405, TSR NKICIKHE (Erwinaspp) SPAEBIFE (Enterobacter cloacae), 1972 4, HilH

1% maEmz /1



TEREDE 4 (Devonport) P& 565 U it 7 20 B A 538 6 A2 I i S AE T 491

* 1976 &5, #EEELSIH AR (General Accounting Office) BI%GEit: 196547 H1 H=E
1975 4F 11 A 10 H A\, Midg#E LVP (Large Volume Parenteral, KZ&E®BRIFTHF)
AT 600 A2, 410 B AZRIME, 54 ABETD; 1972 4F % 1986 4E/Y 15 4E[H . M
1 325 0 10T = R R 3R 700 R, P 1973 4F R 225 .

AR B AY 25 R R AR MR FUBLIL, 5l FDA @ E M, B T % 51 TAE
A, FFRZA A TAEA N6 EEG R AT AT iR, B IEF R R e
A, Z e VRS R IR A 9 R YT R 38 A A ROSR T R BN R S R AR TR . AR
B R LLTF LA T i

@ KFESG CEFEKE, KT, sifbk RS HKOE RTBERSE, KEEH
KELG);

@ | RE RS

@ KWHEHETT. 45t oz,

@ AR B A KA

® AR, EHESAE, srfe X fEH;

© 7= il i i A DG Y A FH B4

@ 1(F%, UREEREEM;

OFe o5 LVl (P gt ESur 0
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LR FENHEEIN. AL, EEFHLET “RikE” MEXWTF .
» EUGMP # X T “Bie” ¥ AH:

Validation; Action of proving, in accordance with the principles of Good Manufacturing

Practice, that any procedure, process, equipment, material, activity or system actually

leads to the expected results.

BiE, ¥ GMP 9 RN, EREMMAE, T2, k&, B, FHRAEAERT

HAMERG— 2R3 FH.

» WHO TRS 937 Annex GMP #t £ 48 -2 P &y Z L A .

Validation; Action of proving and documenting that any process, procedure or method ac-

tually and consistently leads to the expected results.

BiE ., JEBR #i@%ﬁ:ﬁ’li EBEPASFEREFRAS LA FHRAMERNES,

> 180 9000 ¥ % T “Bie” #9E LA .

Validation: confirmation. through the provision of objective evidence, that the require-

ments for a specific intended use or application have been fulfilled.

¥rif, @R ENIERE, B RKIEH — A4 E o0 T A & S A R A2 KL,

> PH (HRAFREFTREIE) (2010 F457) ARIEAHZE LA,

BiE, “JEAEATREMRAE (A F), S LERRARBRAITAMERG—27)FFH .
HUEAT L, S UER 2y ah A = R R B B — 2R RS s, BRI GMP BY3EE.
BT “HAE” MEELMSL, ATk NESE MR A" C“BHIE” &, $A IR E iR X

BOMEDK R, B SORVE, XWAEREE.: “BHil” HEAEANKR R ZETSHNREHR
girh, YiFRXARGKG TR EAERGER, AEH “BIE” —id; B “#Rik” £
OB, BIEEXT M. ASTM E2500 80 T “BiE” MM TRERAER “#
A" MOCREE” &S, EART, BRATZEEZNBSH TR B ANEIERS), ik
&k, R RSERIE,

» EUGMP ¥ X T “#i\” @ik T .

Qualification: Action of proving that any equipment works correctly and actually leads to

the expected results. The word validation is sometimes widened to incorporate the concept

of qualification.

ik EPAEMTREEMETHERFERAPLERGEH, AHE, RIESHKELT R

AN IA .

» 1SO 9000 defines “qualification process” as “process to demonstrate the ability to fulfil
specified requirements. ”

ISO 9000 &L “HATAR” RBiEE “HIHEEREHeTAR",

» ASTM E2500-2013 ¥ 2 “#HiE” #9592 L A4 .

Verification: a systematic approach to verify that manufacturing systems. acting singly or in combi-

nation, are fit for intended use, have been properly installed, and are operating correctly. This is an

umbrella term that encompasses all types of approaches to assuring systems are fit for use such as
qualification. commissioning and qualification, verification, system validation. or other.
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