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HEAE:
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HEHE: £
HEEE: ERNEMH2H-RER240 828 H
WEHH: ERNE12818H
SEE: 1058 (BEE) J0/&e (BsE)
RRgE:  ESLERSEEHEGMP), F8# (audit, inspection), BIFEEEEE LRSI KRG
(PICIS) o R
NANE: REELC WERERACRERE  REHEEERRNENSHGE
i " EESLERBLEIEHE(GMP) ;  BIRBINEERRFHENE TR AR
WHSSEFEEL S TIRITEMSEEHE(CGMP) , » H EOEME MK
{E% - TRIESH » BESLSEECMPZ BHEERT » RS S
T—ERSEKHE - RFEMATRE B (WTO) I BbiEELE
EEOHEE @ ERNSEERAECERTIET » FRCOMPKREM » #iHE
TEEA 2R TR R R B B B HEGMP Y BT R B S RE 2 H
E o DIERMAEL Y WY RERRAEC RS > WIEHECGMPZ
B - 1R > BN ASELBEENEERERE  REER SR
ERENER B THEEELNENEELRESHENSOMPRE - 418
NEREF BB T - BT ERSEIBAERI - IMABHESEE
S ] A B 2 L G 77 4 B (PIC-PICYS, FSFRPICSS) » SENGMPHE 2735
RS ATtk - BB E874ES B IEZEHFHEMAPICS » HARMERER %
HE  BFRESNEEAY - ARG RIS EREHHES  #HHE
BEIMA AR E —ERIERE » BREOIFEVIPIC/SHREBE AR S EHIF &% » 12
B TEBE SR R AR E SR 2 i B A GMPE RS B A A EA T R A B 5158
CEBMEHES  FERBOMPERGIERS INEZE - ZEREE
RIS HIEGMPEER Z B » &R4GMP{E A th IF BEER BE-PIC/S2 GMPHE
gE&T  HEAREYEEBFDAMHIEN S IERSET s M
(Guidelines) B2 SE BB A B ¥G A OMPEE R S B I S R BRI 4 T2
BZHR -« KXIREER » BIEEE £BGMPH EHEHERA BB
ESHEBEMAGE » DB E L PIC/SHNIREIGMPE R R B
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A B 4k (ISPE- International Society of Pharmaceutical Engineering)

— . BH

Bz BB ERAZRERE SEHLEFARBA 71 £04H
BERTELERYEZEGMP) BN ERFFe)iTHRER
ERo N8B EMBEELNLE "THRHITESEEMRE(CGMP) 0 B A 89
EERBEBEE - FATEHE TR REELLEAGMP ZEREKT
HORGEER T —EAHLEKE - AEWAHRE Ha4 (WTO)
BEBHAKERLADEONAT ARG RRFABZEAARIET
E#H CGMP 4 #HEERRI BB IR EHNELHRBSERET
GMP 2 MR EREHRBRALME » UABFMARLZ LY  RERR
R#zzsd $imig KB CGMP X §i - B R MAERLABE
BNFEERERY  RAEARKREBRASRELY LR EHTHREAS
WL EEPEEEETNS GMP 5 - LB ERBREREHENL
T BRTHERETHEES  WMABRLIEHEARBRELRS N
# & (PIC-PIC/S, fi#% PIC/S) » # 3 GMP 48 Z 3B TF B 8F AT 17X
PE o

£BB 87 £S5 AEXFHWAPIC/S BB ES TR &
HRBSEWEERE  PBREAMACERTMEF > BHETHRIA
VM h A — B A EMPICSREABRETHpESL £
HEEREFELMMAELAWEEREM GMP ERSE 25 8EHBA
B2 B\ERLEAZH LARB GMP RR2HEAG IR EZIR

FRABEEERAHZ GMP XX B E > £3F5 GMP & X 4,51
8 ¥ -PIC/S 2 GMP L E ¥4+ h H & % %M £ B (FDA)FTH] £
BB 75 4545 § F MH(Guidelines) 2 £ B A L #1755 GMP # fip £ 32
FEPAZBLEZIHE - ARMEHBY FEZEEZR GMP AR
RTHREBABSEHNBRSBRERN I % UFAEE S g PIC/S #7
#E GMP B4 2 ERVEENENEHREARN GMP £
BEEHERERABIRZEE -

A28 @l s TR e(ISPE AN ARAAMBES T T ¥R
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AR EER AL GMP &4 (Auditing for GMP):2#2(9 B 22 8 &
24 8 £ 3 x)# GMP & 4% A 8 2% (certification):g42 (9 B 25 £ 26
BHE2KR) &3£L5K -

1. B& 3 GMP &4
11 %2 84:
® RABZMABHGCMP ARARAGTHE  UELRRITEREN
(AUDIT) % 52 % & 1045 4 5 & CGMP -
° ;gda¢t??’—%fﬁﬁ“i‘@(workshop)&ﬁrmlxg*—%f i IR K
VRt RFERF GMP éﬁfﬁiﬁ,u\ L4 GMP 89w
ka%.iéh S BIRBEAZDRATESAE -

1.2 #er 5 1:

Mr. Dale E. McMiIIen &4 4 ISPE ¢ B RAR  HNBBER
M UERARTEHYENER 4 FH &2 GMPI &9 (GMP
Institute /& mg 3.7 1977 éa;ﬁ% ISPE 44t 5t & ISPE a4k ¥ 2 — 2 F9)
MAMBMFTIGL - R THAN - EHEINGILEELRLEH G
(American Society of Quality):#és » Fledit S8 £ B GMP kAR
FDA & Er A B #9394k 19 sk 3 BA (certify) % 48 B T 4% -

134§

$AHERLEHRME RE A RE S RE % %(Generic Drug)
S EHDVEX 2 SR/ AR EEXRIRGEMMEZAR > BRAA
WAA 2 EBRARNEBEEREAADHER  2HEH 37 228
% ha o

2. GMP %4 A 8§ #3% (certification):R42:
A (32: B A7 ISPE #2324t GMP & 4% A B 37 Z Dl 4R42) -
21 2428 4:ISPE-GMPI| 2 GMP £ B R#%62
2.2 7 i A
Mr. Donald M. Gallihan &4 A B K% & % T2 ¢ (SPE)&yH
> AEW &2 GMPI P IAMSHR - B BEAREMAR 8998
(certify):E42 Py 2 % #4938 &% b # % (E-Community)4a B =1 -
23 £§8:
BERARMEAERABAEHELZ QAVQCEE AR AL
AN/ Bl EHMAR/ RN GMP £ AB 29k BRAANA
HA — SRR 2Bl sRYEEERABENEE  LABLERS
Aa o
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1. GMP % #;(Auditing for GMP):242 iy %
11 ARAUBERIAABANE (B—X) :
® &4 (AUDIT) :
—ERHE C WARERAIFAFERELATRTRELSTH
EER -
® L (AUDIT) s#1554 (INSPECTION) :
& (INSPECTION) %5 Bmr LABRE -
%4 (AUDIT) &4 4% (INSPECTION): 1244 (AUDIT)
B P BB B RS B AR o
® i%(QA) &3 %(QC)8 R Fl:
A2B GMP 5 X P &) &8 3 B4 QC unit 45 49 2 4% QA -
SREBANEBALMRE REREELABA G EHBMEL.

i ABEMEITZRBBH K & 4EM(21 CFR 820) # X W 54k Fl &
BNSO 2428 - 7 > #iEF2 %% GMP #5x (CFR210&211) # H
QA L& 22 MLk g & PIC/S = GMP Guide — %1t
(harmonize) » 78 & # 2005 £\ M

® GMP #:4-49w {8 B 42 (Goals):
(M BLEEABRE
LY. 3
REZHLE A
() EREE
® GMP -t k% K 4% #|(Control):
(1) B4 8 ()% 4]
(2) # ¥ /4F ¥ % 41
(3) & % (build in)4 #1
(4) ANBIE#
(5) & ¥ 2T
(6) 74 /53R
(7) BE1%H
® “Z% 4|1k #& (State of Control)” ¢y w1 £ 4
) B F sk a3t £ (2o Quality Policy)
) B BHAE 64 4o 38/ B 4k
) % 4444 & 91 B # £ (Double Check)
)

(
(
(
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1.2,

1.3.

® FDA #7A“9T 383 f:t(Tractablllty)”é’J%—/]‘tﬁ;:\, & ik (A5
¥425 0 &4k)  GMP 2 — A2 7|“Ta A" & H] -
® FDA B A B (Investlgator) éﬁi%% EARERXTRE -

ﬁéﬂﬁﬁzmg%’%
HE2ENHABRNEG  EHATERREBLRER  REBGHA
&WMﬁW¥IHM%ﬂ%%GMP§ﬁmfZAm°

Misgirdgnkad (F-X) - ABREHERAERNE

RABBOERABAE BRI

B A FE) (SR A 3R)

GMP ¢4 10 58 & B

EH AR EB/ —MEHMAR

BESBF - VNRRER

BHMRNEZEN  $HAGHLEMMAHELE  EHMUATXEES:

(1) —#& %

(2) B BAE > Xtk ABUsk 0 HE R AGGE FDA #
) LRETHEMAD

(3) &3t & 41

(4) %% )

(5) &M E 4l

(6) Binktlamin %4

7

(8

(9

) 15 ¥ & Hl
) R B
)EEFRE > (1044 - L HE4R -
® FTHH
® LEAHKEM
® GMP Erxttir1 (Risk Assessment)
4o: %] HACCP 5 # B
® ’é‘ﬁlﬁﬁi&m
FRAAEB AR EERRTIAES
L ﬁﬁ*%&i
(MNERATEEEE
- B#
- #E
- TREEAS

]
P
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iy
&
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1.4. £#

B $1-6

- BHAEFZREIRE
- BEnEBH%
- BRHEMLAEUPIC-S = 544 % AIDE MEMO)
(2)RmEH
- koI — B LT 4 B 45
- RE_ET
- BRI
- TRASKOE S
- RERKOGHEH
- (B MFERBLAAMB)ABRETSTFALEH
Ak fE =T 4% C.M.E. Filter 7% C:./5 % » M: Mix-ups * E:
Error ; & 4% 18 s K Jo T 25 4 Vo 47 7T A Ao SA TR B ?
- W EEEI R RS - A ML~ BLRIEAE.
%) Bk (Satdkar)
- HMURHERE REBEF —REBRFHHLER
EXEERAT AR BOBRE SR
(3)§#ﬁ&—"’-  — R EN 2B (T0BIHER) TR
- EEB A T K
- "*”fﬁi%“iiéﬁ
- /Eiig%iéﬁ
- ')Z»’?ﬂa'f’é‘ 56
- Fan /%7']
BB ELERA GRS MG
(4) %g
EEMBERE R E RIPSERZER X EIEMTE
R RERTEBREN > BEARIMF -

EREE (F=XR)- A EERAERNE

LB smitmiTE S E BBy A4 F
(1)CGMP # Fal k¥4
Q)FEERF

B)EHETHERA

(A BB EEERAF

#up 2B oL PEBR AR BhBGTER -

4 FDA GMP >x kA % 44 (MBERPP)
(1) &R ##t & #(Material)
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(2) R % 32 5% 3% 56 (Building)
(3) %% # (Equipment)

(4) £&2.4%(Record)

(5) 1k ¥ #2 & (Process)

(6) A & (People)

2.GMP £ A B #3%(certification):g 2(#% = k)
2.1.ISPE-GMPI %4 § 23842
® ZFMARBIE &5

(1) SHE4EHRAARNEEE ) GMP #%2 » FDA @ » GMP
HERSAAMAORMIETM > LENANRITHLE F 4
Roes LAk ¥ A2 T

(2) &% -GMP R B £ KA 3

(3) —&EMZERE ~ & AR GMP £ 6084

(4) GMP % 4 % 4

(5) GMP &4 % 3%,

(6) GMP &4 4 - L &478 - LB EREREH

(7) GMP £ T B A& 475

® GMP EBAREHEAMALE A4BMAZIHEIHEE 2
15 ISPE £ #2344 EAME N EL T

(1) Bz ey A B2 7 38 % %(7 Habits of Highly Effective People)

(2) & &4 F 15 & 1E(First Things First) »

(3) A&k R (series of articles) °

4) BEBHEKA BERARYHF % (Paradigm: The Business of

Discovering the Future) »

(5) x4k &4 7k #2 (Mapping Work Processes) °

(6) AT B T R348 T 4E?(Why Employee Don't Do What They
Are Supposed to Do)

(7) &8 % * A B F# (The Change Agents Handbook.) °
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1 REAAHEBFEFCHBRBERAFTARSH TAHEZTRARS
YetaAm BRI A B R ERA B ERRBAIARAT

2 PIC/SHAB GCGMP 8 B2 B A A B EREmMEH
2 FHERER OMP B HELRFF -CMP EME K 4 %2 %
R OIEAS  RRAVRE  BHABEZDTFHER)BHE
ERA(SEFMAEMEERE)RA R IIRE XTI E(PN 44
S EEAGHEBAR) BERABUREINERERIIAGFHE
(40 10 B TAE R R ARIRE) °

3. £ R E MR SRk KA RS E 8 5% 45 Federal Food, Drug
and Cosmetic Act section 502(a) (2) (B)#. £ 12 kR GMP B &4 % &
(adulterated drug), i 3% GMP 3#4& % & ¥ (Compliance
Center)f 32 & Bifh 4 £ BB #76 B B AT RIE 38 1548 B AL T oL i%
c]:r °

%@ hitp://www.fda.gov/opacom/laws/fdcact/fdcactsa. htm

CHAPTER V - DRUGS AND DEVICES

SUBCHAPTER A - DRUGS AND DEVICES

ADULTERATED DRUGS AND DEVICES

SEC. 501. [351] A drug or device shall be deemed to be adulterated -

(a)(1) If it consists in whole or in part of any filthy, putrid, or decomposed substance; or (2)(A)
if it has been prepared, packed, or held under in sanitary conditions whereby it may have
been contaminated with filth, or whereby it may have been rendered injurious to heaith; or
(B) if it is a drug_and the methods used in, or the facilities or controls used for, its
manufacture, processing, packing, or holding do not conform to or are not operated or
administered in conformity with current good manufacturing practice to assure that such
drug meets the requirements of this chapter as to safety and has the identity and strength,
and meets the quality and purity characteristics, which it purports or is represented to
possess;

4. B P GMP 42 3 49 — 5t - % B &9 GMP 22 B A7 &4 28k 1 (EV)
g PIC/S 2 GMP 244 % » H3t 7 2005 4 2045 #115372 GMP
e -

SREGENMAAELELHGARLEE L2 RAEMERER KL
B EREEEESE R FRA B EE GMP #1152 20 € B4R %
(o ¥ XA MEFEXL T ERGHMRE S ISOLATOR Z A E)
R EB S A BT RALEHRY CMP RN EfwiE
A AB TP XAZE o BhikERARRE BN SR/EE
ATELZFHAL IR EESZRAERF N > BERRR
FAEE S E SRR -
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