il

BT BEEETHEE

230

Z [ BB ES ] www.angle.com.tw

nnEYINFFEEERER. 3 ¢ 230-236 2012
Ann. Rept. Food Drug Res. 3 : 230-236 2012

99-100F EFEAZERBIMMNITPIC/S GMP ZRAEM T

FREH PREBE E AHAE REF

RAnSEY)E B b B

W B

LI R B A F X B A B9G22 198 A% T g 24 4wk T i R s
Bl BFRGMPHZ#E(PIC/S GMP)Z B¥42 » HLE 99 F1 A1 B EX K46 - ETA104F1 A1 A AR
AR EW ) o RIFRAZREEAE T K 2 515599 Z 100 4F £+ 3 | N 22 f #47PIC/S GMP
RINATFAT 2 m SRR ETHAE - AT B N ER9 £ 100F ZHATPIC/S GMPX 157 »
AR HCEIITREGEZSF -

99 A A4 R » MM EE X TR S B #PIC/S GMPXAFAZ » AT BLSAE % >
TA 27 R E 42 HPIC/S GMPAF & HE7P4E 3 © 100798 &4 R - FA 2741035 & AT 42 1 PIC/
S GMP#F & &4 2 22 iAE 88% » H 88 12% 3 Bl 71 4%  PIC/S GMPAF & MAP4E W 3 » &
HERUE R LA E A& 0 THATRERITHPIC/S GMPHF A MF4E Y 3 - daA &
HRBTEBITREZFHGET BN ERS RSN EFRER D EHITPIC/S
GMP - 5§ T IaF] A & 50 5% T 46 B BRGMP » Bp F- 45 & Bl IRGMPAR & - #E 2 % B A & 2 B 5%
H B R IER S -

RAtRE  ELERREMHE  PIC/S GMP - FRZERIE 2

o

Z GMPRYEAEE] » NMERFTHPIC/SE B BIFT R
FHZARYE - SR PREI AT < SR 10 A 5 PR A
PE& AR R R - BIEAELLEY Al H TSR AR Z B EEGMPRRYE -
HAETEH - GMPIEMBEE S - BUEEHE R b I ZE L 2 W EE - FAEERI3
e R E e R A dE I 2 B E R 0 fEREK A B DUEE 2 17 1 HE Bl B i B P GM PR 3 (PIC/S
(LR E T - BIFEH GMPAZEHE 7 v F7 7 i# jA GMP) » R4 2 hH E E AR B BN R - 1R
—E{k - PIC/S GMP Ry " B P B 22 5 FE 25 {7 4 96F 12 H19HTERAE T PEEERIT RIS T/ F i
#H##%(Pharmaceutical Inspection Convention and B FEGMPIEUE(PIC/S GMP).Z 2 5 » FHETHR103
Pharmaceutical Inspection Co-operation Scheme) FEERMETHRER - WHR99F2H26HAEHEE]
EFEPIC/S 4 FT/ATAAIGMP fR4E - PIC/S Ry B4 "BV BEE TR MRARYE | B =R EE P e
o iE 2 E B R FTAH A 2 B T BIBE A AR - BT rfE REGE - 58 34 R AE [ SR BOE
FEEREERIRGMPE AT HEEFE & W /E 2 ML~ e de - R PR B 22 AL RS & i /0 Al
— 3t - DLRIEEENAZ T EF - BIA39HE A B 5L 18 R B5E$55 [(PIC/S ¢ Guide to Good
BOE3THEBESR) - & ERME2ERTAM - £ Manufacturing Practice for MedicinalProducts).Z #
FDAJRfA20114:1 HIEZ(EORBPIC/SE & - [H4h - SEee o (REEFREEES.GMPE R - e EEH
PIC/S GMP/REL [H 74 4 #H i (WHO) s B A 25 o B DR A E [ DURFEEEF AL ~ Ja b & B R Bl 2 ot

N

i

Al



ST - BEER

ok
ﬂi
I
5

Z [ BB ES ] www.angle.com.tw

231

99- 1004 [ 5 B P4 2E U i 807 TPIC/S GMP.Z SR IT5%

I3

B -

FREEIRR T T M HE B GM P B v 5 il R s i
AN W EEZEAPIC/SHLARIESE) - E RS (ERT
BE [ FREZ GMPFE i 32 B B s fop i B —
B2 fEEGE - BHZREEE N APIC/SHHL A -
EIIGMPEIFSAHE R85 ~ 2 ZCGMPREE IS » &
N BRI PEOm R E  DUS B PR R &R
I TURENEEGMPEIIESE - (KigR4E
F96F12H19H A 2 PIC/S GMPE G2 -
TE P SE S L9941 H 1 H IEBHIAE it - THAT
R104FE1H 1 HZEEHRE i - RiEiZE &R F
SERRE HEPIC/S GMP » HiZEY) & g 5 R R 98446
A5 H 5B F 8 FREE 2 MPIC/S GMPRF&
PERFEE o AT 50 Rt — 3 Bt R I9R] 7R SE R R 52 1
EEPIC/S GMPEFE » 73 HIHR99 K 1004 £ 5 5] A
BERTE TR HPIC/S GMPTF & 1B A% & I FE T
A - MRE IR B A T KR - B
FEGMPECRHEEN 2 2% » DAANEF] 2 5¢ B E it
PIC/S GMP » H5FR B GMP/E (A8 Y EL A2 -

MRS E

AWFeER AR ERE A =UET  AEHSR
T PG EE BRI GMPEERR - SR G2 R4 535 DA
99LFEFE T [B] NZERRENTTPIC/S GMPHF 2 L 1| okt iy
HESKFAASR ) RI00EE " HAEREEITS
PIC/S GMPI 2B F R BE B &R . &
XGMPPHEERT - FHMEPS B TR EUREE R & E]
FENERBAT

—99FE "BANZEMIAITPIC/S GMPEF
FREZI R EE RKFAER, EMIE
FRE:

(HPIC/S GMPFF & & 2 Zefa 13T AS
WM Z W~ RS E{TRE ML PIC/S GMPRF &
HIE - BTEHE 25 EFEPIC/S GMPEE
% FEHTEETHEEPIC/S GMPRF & &L~
BFFE -

(C)GMPFIBRERFE TR K
T TE AL B A T L B R A B R B R B
HESUESE ~ SWEEH/EERE - FEEL

\

TR B R I A
HE - ERHIRZ TR - LU R
Mt 2

—100%FE "EREKETESTSPIC/S
GMPEFRZHEEFFEHEFEARBELHASE
=, AMIEEE -

(+PIC/S GMPFF & & 2 Ze iR 1R T 4G
FENETE B SRR 2 RS TT R MR
PIC/S GMPFF&EMEFE » BTGB S TR
HPIC/S GMPIEHE » FRHHTHETHIFEPIC/S GMP
FFE AT Z B5HE -

O E R A E R
Wi P AT R 4B B RO 2 2 R UL S A 2 L T
AEE BE R SECFR DU FHEE 2
HAER - FRELERMT S GMPIET » ok
PR E I B F T E -

FEEREAEY i

—  99FE "ERZEMHITPIC/S GMPHF
FREAZ|MREEERFAER , MERAE
HEAE9FIAERFEA157KGMPH
BV I 0 OB KENHS IR BN 3 & B2
i o BN ESIEET 156150 @ RIEEIULR
Z100% o

(+)PIC/S GMPFF &5 & 7 B RS AT

S ] ST S PIC/S GMPH#A & » G FHETE HY
PIC/S GMP & MHEEM ZIFEGER—) » &
FERTHRT IR 1034F R T2 HHPIC/S GMPRF&
MEER SR E CRHAFE) L 148%
(95%) * 8ZF EERFE N HIPIC/S GMPFF
BHEN  FTEREGE © STEmMEIFE
BRZRERLE 2R B ROAE T 1F
B T R R R A FE B PR R AR 86 - T
FOR DA EFRE R & E MEPIC/S GMP.Z I
12 ETHHBICCEESE - A T1ZEER(45%)
AIEEATHR 1004E 2 HHPIC/S GMP T ( [
.



ST - BEER

o
-
sy

(1

232

Z [ TBBEEIS ] www.angle.com.tw

RASEVIITE SR =

&— > BEIREHEHPIC/S GMPRF&E MBI R

&t
(FAEERFRE994E9 H)
THERE % % % % &
AN = 5 3 3 o
99 - - - 11
100 9 10 7 7033
101 4 3 1 9 17
102 3 7 2 5 17
103 2 2 3 8 15
ELHEE 27
BT PR S HAM 8
HoAthy 28

B EIOR TR S » R TEE I

6% EHE

=N\ 994
=\ 7%

" 1004
21%

1014E
11%
B— - 99 FHEFEETIRE PIC/S GMP S & 14 s 4Er%

E2

L A R L o ZE R 0 R PIC/S GMP
B ¥ 4 7E I TR B8 5L B ESEL ST 2 GMPEELEK
& 12 i B — 2 S A 5 6 B B o 2 2B B
ET > BRIEEEYE - A BERREFIER - AR
fF -~ WEEERE « fLEEH BGMPHI# -
MRIBF ARG - 4637 MR WA ZEER P (RS2

PR FGEE)  THET9EIRRTIR &4
% 100 ERTHRHIFHFEE B IR » 1015102
FEAIGH45 2R - 103FERTHR H
HEEE2R IR S EEHPEEERT
% S | REERR S SR - EmoE A
MR ERZRE TS -

(C)GMP/I KRR T R
PIC/S GMP#LHI#L &4 93 /2 52 GMPHL
HE By EGE o BIAOPIC/S GMPEE—E#H A b
BEMEGERERNIHE  HIEZX
175 YL 15 i R o BAME RS LA At - R g e
FEFMERL ~ EEATEE AL AT (I fERG E E
SRR L BB {7 1% i (Reference Samples and
Retention Sample) » FE T EERET » EHE
FAE P BlCHE e o e R B R R S 2 2 N A V)
HI—EE: ~ g5 iR 2 FE R E M
W B a5 ek i o B R B 2 - BUEE T
i F B 7 P2 [ (dirty holding time) » DAKTETE
2B F [ (clean holding time). < FERLE2E
% DUNEHREEE LA AW 2 RFEEK
NEEGEFIRR - ARG ERER - #
FER R BRI BRI T 2 B/
BEYER A EE T ~ 2R~ R TR
& SEERGMPHE % -
AT 5% W A FEPIC/S GMPAHREFR &G
W R GMPHl SRR E G s 2 FF kM - HR
DU & B L IR R S 2 867 %) - R R
W B 2 HE R R (55%) ~ TEXRTEZE(48%) ~ e
EHE R (42%)  FEME L E S
(39%) ~ BIFREH(34%) ~ MR B AE
(20%)% -

“1005E "BEAZEREESSPIC/S

GMPRREZEERRNFEREHAZE
., P 100F9OBMIEREHR AER
B A 152FK RERTE M (R156%K * B
ARBERGERZER) - BIRRIEIEET152
% FIEEIUEEZE100% °

()PIC/S GMPRF & & 2 #E a1 R P A



ST B

]

E"
A
SRm

& ] www.angle.com.tw

233

99-1004F-F Tk B PR LE SR TPIC/S GMPZ FHA ST

*_ ~ BEFTEEHEHIPIC/S GMPHI& BRI R

Hi
(FAAEMIERI1005E9 H)

EERR BB R &,
FE\RH = = 5 3
100 9
101 1 10 8 18 37
102 2 3 7 6 18
103 23
ELHEE 47
FETIR RS 18

TR I PIC/S GMPF & &K 2 %
2 - BEHENR T - FEERER - THETR103
FEEFTHEHPIC/S GMPRF & A% 2 ZER (&
EEHHEEE) 5 13452(88%) » B E18%
BERE N HHPIC/S GMPRF & ERR » FHL
R RELHE © 9K BERR T S B UR B R IS
(EORZENRE )  TX SR EN M 1R %
R 47 E i 2 BUE S A R & AN
TE0E ~ 1 FERBE TR - ol &
TR LA S HFEE R & B MEPIC/S GMPZ IR
12 - HETTHHRANCEEZE - A 93K EEM(61%)
AJRHT 101 K2 HHPIC/S GMPEFE ([
=) BRI AR H SRR AR R E =
OEFE R TER

PERERER 1525 BERMR P {#27 R ZE R
(18%)6 {f FH M B JrURHA B8 i Bl - HLMEER] I
b2 2R £ B Ry A E R = 0 B
KEB53 2K B R BB YR ) -

BERHES 18, 12%

FRUK ~ BEASIE 43,
: 49%

17 AR &
87,57%

CHEE
47,31%

' A
/ s N :;:;.-

(%)
33,38% LA RRE 10, 12%
RRAELE 1, 1%

B= - 100 FREME B TFERREKREH PIC/S £
BERFENRERRE I

i

1034
15%

1024 N
12%

1014F
24%
— ~ 100 FHAETETIRE PIC/S GMP 5 & M ET4RRS
TE#Et
SEE L]
2 B R
Bl sk 2%
Pik:wiiml
8% e B [T S ]

""" N\ 2 HA TR
40%

© R E R R R RIR

B RAZERUE 75 & 1B B [FUR S /L e i
TTEMMER - 275 LA (A RN R Y 2E
B - (EOFHEMR(33%)H EHA L » KEE
17 B SRR LS g L E R B I B B R
RUEs R AR ~ A ) B R 2 PR -

H 9846 H 5i 2 & THIHFEPIC/S GMPIF &
VESHE A - 299412 H 1F 533 F iR



ST BEEETHEE -

234

g
il

Z [ BB ES ] www.angle.com.tw

RSV

| ji%
2 B A
B e

BB 5

O
B %

BEOTTOCS
Ly
RS

R v

RN

LANERN
B EIRE

wjl\

B PP

e
\&
N

&2 AR

Sl

B EE
H AR

R B AFEAEOBR 2

. B W
PP ———
e FhrainmfRaganEmlnEs
Mo A4LE
pefdrsed (100 12 8 T ag
NS TAA-PIC/S CHP & i
i BMEAT  ShsrRS RS R
HEREARLESE - SRR TN "THa
i@ BLEH-EIAMRERS AR
AN MRS R
T TR EFAE Ay ¢ ST BRIl Ak
PLidak WRk-wh « BRI T 8 WA -
i A ik -
- =
s % A fﬁh
lnn =

" 8EN 12 R 2 B

&7

* PIC/S GMP ZEfREE 8IS Z {3 EE

HIPIC/S GMPFF& M i (& A A THE T 199
FEIRATHEH S 2 M BE38F) - BE100
F12HE R - B 575 SEg e TR H HEE

FHE A G A E S R TEET R 100F K RTIE H
FHEH 2 ZE(56 %)% 1% » $2HPIC/S GMP

|

Fr & MG e 2 25 - 2 1004F K B 2 W
PIC/S GMPFF &1 el & BEM L 513422 » 2
ERBANMERSEE R ARG EE
2% EHFEZEBI0R - REFFES
B S & B S GMPIEME 7 3 2 B L 11
T RS - DUHR H 2 H e E i BIFEPIC/S
GMP ©

&
F1E799 52 1004 B N ZE B { TPIC/S GMPZ &

A
af

=t

CAEBUN ZFERI S I HEEN T B N ZE g
PIC/S GMPREH#E Z B fifi - CLBALA M EIEL 0T
RS 2 BT 0 RN E R OR ZE(E L 8 R
T EE N FSERERPIC/S GMP.Z ERHH
KBt BN ZE R B AR D & BUR BUR B
FFGMPEH - S FHEREREH » 994
AEF 2R LR B E RN - 210041
MZET7% » 7] BB N SERIIAEPIC/S GMPZH
i - AR AR PE R Re R
i 2k 1SR E R EmE R - B W
FF & BIFEGMPREERY B ASLEE -

~ 1004F 12 A BURF 2Rt T 3428 B A-f—PIC/
S GMPEEE GG | - REBN32ZCE
W5 & BIFEPIC/S GMP.Z e 225U g - % H
REAEC TR R B 2E L & 2 R R L B
1 HAE TS RS - RE S E RS
E o BN EMUE (R N) - FRAprES
REERENBE I ERE - W RS
SRR S - JR[E Ry 1Y 36 BN (8 B Bl 5 ek
L] o B RGHIEER T - T ZREBFDA
UL R R 2 2 0 R B AN gk e
CLER B B S E B R R 7 Bl - AR (S (R B B
EEFESET - RBEIGMPEHEE R
B2 -

ARG EFTES ZER - KO BURF IR
RADUCRYE 2 E KR - P10 R E 595 g
75 H SEEF & PIC/S GMPH#i R (KT ANHE HY He
FHE - BERHENEEPIC/S GMP,Z i &
Bh o B EETEY RS - B4 K



ST BEEETHEE -

g
il

Z [ BB ES ] www.angle.com.tw

235

99- 1004 [ 5 B P4 2E U i 807 TPIC/S GMP.Z SR IT5%

GMPilIFRERIZ TR K E R - BN R
TEGEZ T E SR - TS N T Al R B o
G A 2 1 By H B 22 3 GMPHIBRGRIE 2 2
%[GR SR GMPIT 1 ~ FntE - LML
WH VR E) o R EGMPRETE B
HE Bl B P 7 BE A 103 4 JES 1T 4 T 52 B
EFEPIC/S GMP » {HZEF AR5 5 EI FEGMP
e D HEREESL L E 2 — B - B
PERFEEME - 0T 17 B A B L S B K
e R I PR LR -

SEVRK

- ATERBEE AR - 2012  BIEZEY)SGE TG

TEHEEE 3445 » 101.03.06 B AT E1011100086
RS s RIS TF 5101026024805 < &7 fit
BIE#H -

- ATERREE AR © 2011 - BIRE R EE LG A i AUH

Tk (PIC/S)ZE & HELEIES [ - 100.01.13F &
FE09911042485F /N5 o



BT BEEETHEE

236

W

Z [ TBBEEIS ] www.angle.com.tw

RASEVIITE SR =

Survey on the Compliance of PIC/S GMP in Domestic
Western Pharmaceutical Manufacturers

HUI-LING CHEN, YING-HUA CHEN, CHYN-LIANG HUANG,
MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

To safeguard the quality of pharmaceutical manufacturing plays an important role in drug management
systems. It also is a key issue for western pharmaceuticals manufacturers to secure and guarantee their own
quality systems. While the campaign of quality systems and standards is harmonized under the frameworks,
regulations and requirements of international good manufacturing guidance, it is the critical timing for Taiwan
to step out to meet, adopt and adapt global Good Manufacturing Practice (GMP) standards in pharmaceutical
sector. The implementing timeframe of the international GMP standards in Taiwan was announced at December
19", 2007 by Department of Health, Taiwan. The Guide to Good Manufacturing Practice for Medicinal Products,
published by the Pharmaceutical Inspection Cooperation Scheme (PIC/S) was used as the basis for inspections
since January 1%, 2010, and all western pharmaceuticals manufacturers should be inspected to comply with the
international GMP by the end of 2014.

In order to be acquainted with the implementing conditions of PIC/S GMP in domestic western
pharmaceuticals manufacturers, the surveys were carried out both in 2010 and 2011 using the questionnaires by
inquiring into the compliance status and timetable for complete compliance with PIC/S GMP. The survey result
of PIC/S GMP compliance status in 2010 showed that 27 western pharmaceuticals manufacturers have applied
the assessment/inspection of PIC/S GMP. Around 90% of western pharmaceuticals manufacturers were willing
to follow the announced timeframe to upgrade their facilities and systems. The result in 2011 showed that 47
western pharmaceuticals manufacturers have applied the assessment/inspection of PIC/S GMP. Almost 88% of
western pharmaceuticals manufacturers indicated they were going to apply the assessment/inspection of PIC/S
GMP compliance by the end of 2013. The other 12% of western pharmaceuticals manufacturers, who considered
themselves not compliant with PIC/S GMP, were planning to contract manufacturing or stop production of
certain products.

The survey results showed that most of domestic pharmaceutical manufacturers have followed the
announced timeframe to implement the PIC/S GMP. The cooperation of industry and regulator shall accelerate
to completely comply with international GMP, reach a new milestone of pharmaceutical manufacturing

authorization system, and achieve the win-win status of consumer, pharmaceutical industry and government.

Key words: Good Manufacturing Practice, PIC/S GMP, western pharmaceuticals manufacturers



