NHEEYIITSUAERR. 13 1 282-287 2022
Ann. Rept. Food Drug Res. 13 : 282-287 2022

EIpREE mE M BRI EIR IR 24

Rinsh HEAE REE KT metE BRE

;

3]
I

RSV E R G B E B

W R

Ly ik LRGSR H X R K BIATAE E BRG] el
BRZ R BRI B - BT RENE BRI A GRS MRS R
B g F e e FREF SRR ZES  REHEENEZRTREZL - AR
B FOAT AL TR B S SRR 4 GG B R B4 £
# #1L &% (Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation
Scheme * PIC/S)Z Peik 20T & » Bl & 2 3% o2 0 & & % H & (European Directorate
for the Quality of Medicines * EDQM) A 115 » X IL R A £ 4R 5 % 08 B0 3R
sh o b E By B B SME A EE AR MR ERGMPER - AN ER A B AR
B AR FRPATHIE RS R L o KA R HT107 5 21105 M L H ZOR #2
AR R B RIRABSR I 0 & RIAT £ R RIRAPIC/S Peik AP

Tt

L NED TR BREMZ SR L E B 0 GMPERESARFER Em L K FE
b TR R 265% o R RFAM A ME BT A £ E MBI UL KR BRI IR 3
KR IRIE - EARBE R EABIE A ERESR BT A o

RASEE | IRERER - ERERIENE

[l

Al

BOE R IENGERE A MR E - B
A EERBERRSEMS LR B A E A
ZEREGMPRT & MR &S - TR Bt BE N,
BRfe i - AURREE T R Al R Eoh
il AL ERE - DIHARSLE B AL
mim_ By - SRR R E - R
R AR S R B A -

BEE RS E b R B R
W - B 1025 i Ry B B B 2 G RS A 1 R Al

% (Pharmaceutical Inspection Convention

and Pharmaceutical Inspection Co-operation
Scheme * fTEPIC/S)fHf%k— & - A& %A%
Z PR E 5 (Rapid Alert) 0K H H A gy
BN 5 BREGH - R FME
{Fs it U 388 e BETGE S GMPEEH - 28 — IRF [ R
EE ARG AL - AR R R R 2 s
151 - TLENRIULE 2R E - Ry FFEPIC/S
o @k B Z AP a0 F L EHHEREE
Al T L i AR A R S AR B R
TEITEML - HEWREMREPIC/S B
e - IRECGEEPIC/SHlkE & - LLEHAE
REH -

BHEEE GG RIS B PR S R



283

I R o R B S B R e AT

B > BEILRNEREN A A B A NE - A11074E7 H 3%
A R B RO BB E R A 2 SRR EE - BEDL S
BEEEEN - REF RN R g
B PSP AR EETRRRE R - BRI E AR EE
75 B P Bl T 1 A A e (eI A 2 B, -+ M6
8 E e RS B A FE R S AR R
P ARA R AT A i o Bl AR A B - RZSEAHE
HURIEERE LS A EFEVE N ERHE -
55+ REEER110:2 A #08 A AR 4 55 )&
IE S B R A AE RO BE N 0 HLRR R E
A AR ER - NREEN T A
» ILRNEH AR R LRI - WA AR
WA TR BB ECIETY - 23 Rl PR P o 50 B
B A

BhAN - REEF A 103455 B BB B 22 5,
'8 25 A Z: B & (European Directorate for the
Quality of Medicines * f§iffEDQM) %5 [ it'E
# o BRI SEGMPEKE - FREEZ
B 2 i35 FH 147 BH (Certificate of suitability to
the monographs of the European Pharmacopoeia,
CEP)EHETTA TS - EDQMENIFE AT EH
BACEP.ZBffdG ~ RESHEFLRN - HEZLENY
R BELLE MHRRRRE - R REEE — R A
Rl - s bR B S E B -

TTECRIN G Z S BGE A E T & L iET
FISEK 25 B AR T A S R B S A
HYE Pt - BB EIIh - AR R A g
W2 FHRAE S EZTEITT & PIC/S GMP » g
A R DR b B R U B N TS S b Lot
At BRE ER s SRR G R R BE AL T
=532 HI AT ANBAGE 2 BE AT DA
ARED » ZI - EE B IMNUZER .2 GMPE B
MR BB o H AT RS B B S O (B ke
YR BUE M GMP R & 1 HERE (R B E
FA(PMF) F g /N E st g e WA
AIRE . AR SE RS M - (RERRE B A
TEMBAN T FFEGMPREISE A - By
ARCEATERER - HRENSHREIGMPIZ

1 2 ] 47 S g R IR B 43 9B e B A (] e
EHE MR A RZERGMPRF A IRRE o [RZE
EEREE TN - BEEE E AR MEE
TEEMAFERCGERGMPIHE » WERE
THEEY)E P (Food And Drug Administration
FDA)E J7 #5812 BLEE R & 5 {2 (Warning
Letter) » BN ZE 40 #% (European Medicines
Agency).Z 5 X GMPEEREE N - RIS 2 12 55k
GMP.ZFFETEIRTE

BBl R B N SN AL AR B - I
SEEE VR E B TE R EE PR E
B EH R TEREEN - R EE g
B B e

MFERTTE

BEEEZFPIC/SHM/A % Z " Procedure
For Handling Rapid Alerts And Recalls Arising
From Quality Defects | @fHF] " L 3 HEL[A]
WEZERERE o @ AF B i B B A R
AU B FERIE e - BB S E
AERREH & 27T - Rere BN H A AT ESR
KB - RIEE st i A REENGE K GMP
B AR HEZROR P Bl FH RS GMPhg 2 HH B
EE GMPHE 2 TEE g - E A Ja b P A
& AHERE E A Z R o FTE A
JEZ IR - 5 BREFERIFE3IH29HET
72 T A SE LR I GMP B PR R R B
FERC & BRI | @ (it A S5 LS R
BRSO S MR RS e A R R A
TESE N GMP 2 s BAR - DUHESR A i E BE R
e A\ B R BRI R E

AHtFeEE H107F E10FE PR E
AR MEF TS E R ENEA  Eil
A~ BN EHARRE AR bR
L FZ BT FOE I GMPE ER 1 B s 1% 18 i
b1



284

A RE /LG B R S et ]

TR B AR

—  BE LA SRR T

A E BRI RPIC/S R EFH
B » EDQMEERAER - B1E K SEBIFDAFE A
LU Warning LetterSs > #f511072 1104
5 PR AR B A B 1,236 A
S B AR A AE — - 2K EHPIC/STRH
BNV EBRIEFERS - EBIFDA #1h
ZWarning Letter B K » H /3 A B BRI 245
K E PIC/SiH s A I < B N E - U 200
fF - BHZZELEHENYE 2 Sl 3
KIEHEHN - RSB EE BRI TIESH
ENY BT FE KR lEE - BRI EE
B EERAEMER - 55 - BIOT2EREK
HZEBFDA #7iWarning LetterZsH & (FFH#%
EFWRD —15 - HEHATRER A COVID-199%
TE  REIBEA S BEAER - AR 5EA
BN GMPRE B2 12K HEDQMIZ &3
EHBOTNERAER - METREREERRE
HEHFEEMEE KGMPI BT B LEFENT -

Z BREFHZIERIAN

A B B AR R 2 2R PIC/S TR B 251
P HEMEFEN LI UFEEY - &
bh o BhY)FEE - BRI S B O R R
FH 38 LS MGE S GMP ~ (R TE S
S M 1074 28 11 0AE S AU AL AR Al — » HoA

/

OPIC/S Rapid Alert  OEDQM  NFDA Warning Letter @ # i
300 4

250
200 -

53

# 150

100

50 36
15
SN O

1104

Bl— ~ 107 EZE 1 0FEH =48RR IES T

B« 107EE110FZEHAR O

K— 107FEENM0F L EHBRES

iR
i A & GMP
EAT JEZE N, JFopt g Bl sl
(BB (&R 5 BB SR
FAZES)
8101F 991 61tF 2661
(89.1%) (10.9%) (18.7%) (81.3%)
9094 3274
FaET12361F

N FE11371:(92%) » JE A FHBE S (B

B EE - (RS TEE)ET991E(8%) 5 HE—
o T g RN R — - JB A E FRE 51909
o AGFTE M 273.5% » HAd B A F g5 E

8101 » (5P /B B #289.1% 5 FF 1T
SERGMPZ EGIERY - 513271 » HrpDI#
P BLE GE RS K 81.3% ©

= BAERRERMERGMPEZE

bt R 1R i RRiE

AT RS B 18 2 7 B B ) G S . GMP
Bl Z MBS RN B Z BB - Miat
107428 11047 B2 S GMPE R 1 Uk B 3L 1%
AR = » 107 2 1104 B LT E33048 K
GMPE » Hf41{F 2B =8 B S RE R
HEIE R - AR B R BN B E R



285

I R o R B S B R e AT

140 4
OFEOAFE e
120
o] B
100
16
80 1 Enin: tataiaiat
i S 11 m
60 | priiii HHEGH BHRRH 41
i 4105 o
404 EREE B
i i pe3n i
204 fii e CEHEHH 40
0 i . i . i . i
1074 108 109 110

B= - BFERGMPENEHE I

#I511,800f - HHIELRIHT - #997%H A\ ZE5LEGE
FEREFFIEAERFGMPIRRE » 55 > FERBURHE 109
FRGE R GMPE A W MBI -
HIERRCOVID- 1915 50 B 25 B BB R
FHHEEGA - D EHGMPELR,

Tl AR P B8 RT & i A B i B S REE A
EE N GMPE AL MERE » REFE
NEBRHEREFFRERERT) - EAE A 2
S BIYME A R E R R - PRI R
PRI SN - 5 B RN B BB B SRR
A EE R - BERN G - BEENGMP
ol ] EE B A EE T HUSHGMP
HEPERE  REERRE  BREFRGIPE
Sl A\ EF M E - e LT
AHBE R 2R EEE - AR SRS E T IER
HEER GMP.Z EETER - s APIC/SE &
B A% AHBHRE RSO - 40 T F R IR PR

&= ERGMPERZ B HIER 7
JaR kA E R T

mERE  HEHGMPRER
HERET
% 5% S GMP
RIS B e SR E RN R
MEEREE MR 5 3 H
I3 2R PL EAS A E 3 [ GMP
EEEE  SERGMPZERAN AR Lt Elba

HH

Al BEFEHEEPEE - IRRE R RS R A1
EUEER - WA AREE &R ZH -

10742 11 0F I TR A PR BUE X GMPE
EEZ RSB RNR= - B4 B
BUERL - BRJE RS ; R EERLERIL G261
[E=E b 120 o REBEET 1415 0 HE—F 5y
IR 2 T8 v R\ B 22 1 o B i i A B R A
B0 - ESEAIHRENE(45%) B 1 (44%) ©

w7 b B GMPEGH AR EEZ TR
B DR R BEELE R R KR » 2B a ks
HA BN (45%) e TR (44%)15#789% » H i
SEH TR RO S 3 1T 3 2 BLE MG 6k A A R
B R ETEES) - kbl el SR BRI i v (8 R
2 R S ELE B GMPIF S S - SRR
B BUE R E S L E R E S R
Fir 5 F 2 UK} SE DS W F & GMP - HECR 57
ZIFRRIEERE -

x= ERGMPERZEM 2 B 28R

BIBI(1F) JFRHEE (1)
mEEkE EERE SEE SRR

1074 0 5 6 3
1084F 0 5 1 7
1094 0 4 3 1
1104 0 0 2 3
HEEt 0 14 12 14

14(35%) 26(65%)

g L7

11%

e EBENEGZEHERER S TER



286

R EEYIIFE A

=
A af

Kw%ﬁﬁﬁlﬁmmﬁamﬁﬁﬂws
PO E P S B B E N - RS SLE
ﬂ%i%%fﬂm%ﬁ SEN GMPE KM
Hig ) - HImEERIERAIEE - TR
COVID-19% &% 8 % B £ L E BRI B
Bl J 85 N 2 B B GMP 2 B - AT
TEPR L 2 8 [ GMPE RR DUJFUR 58 558 i 15 2%
B HZ0E s s -

BE A TR BB T 2 2R DA AR - il
i B B B o BT E N R
HAERH [ AT T AN - G R T B B (i B
HAERE - [FRFEAE K GMPE A B A 3
W T 2 SRR S R R - W R AR
B - EWAEETERN - aiEEHmEEt
ElEEERE - ST i EH - BB AR
ErmE S o SFRER A B -

H =3

ZENR

“mﬁi%% 2021 ° 2021 4B EEH
o fRUEEL T2ER » BAbTT o [https:/www.

blopharm.org.tw/1mages/202 1/2021-Biotech-

nology-Industry-in-Taiwan.pdf] °

. Pharmaceutical Inspection Convention and

Pharmaceutical Inspection Co-operation
Scheme. 2017. Procedure For Handling Rapid
Alerts And Recalls Arising From Quality
Defects (PI 010-5). [https://picscheme.org/
docview/2681]

. BMEVIEHEE - 2021 o ROREER L

TEERRfr - 8B R EEE TS A #ER
AR E S -

KOR
$

C EAETRAIES 0 2022 o #OA SIS E K

GMP B EN 2 ARG fERd & R RIS -
111.03.29 #HIZEFH11111015725F ) -

CRFEIE > E=@lh o BRBLEE - FHE -

2016 - T B AR EERT AT REGMPRT & 1%
T o BALEEYIRIFEAE SR » 7:295-300 -



287

=

RS B AT B I E R Lo AT

Analysis of Status on International Pharmaceutical
Alert Monitoring and Management System

PEI-CHUN WU, WEI-RONG LAI YU-CHUN LIANG, CHI-WEN HSIEH,
YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA

ABSTRACT

To strengthen the quality management of post-marketing medicinal product, the regulatory
authorities worldwide use various mechanisms, including periodic, unannounced inspections of
pharmaceutical manufacturers, post-marketing monitoring mechanisms, medicinal product alert
systems and recall mechanisms to ensure that the drug products produced by the pharmaceutical
manufacturers are under proper control, and thus, safeguard the quality and safety of medicinal product
for consumers. The Taiwan Food and Drug Administration (TFDA) has been actively establishing a drug
alert system in recent years. Other than receiving alerts from the rapid alert system of the International
Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/S),
The European Directorate for the Quality of Medicines (EDQM) and channels, such as public opinion
and pharmaceutical agent self-report, the TFDA also actively searches for the GMP noncompliance alerts
issued by foreign health authorities. For the medicinal products or the pharmaceutical manufacturers
involved in the alert, the TFDA takes follow-up actions according to the risk level of the alert. This study
analyzes the numbers, sources and follow-up actions of medicinal product, and API related alert cases
between 2018 and 2021. The results show that the main source is the PIC/S rapid alert system, and among
the alerts it delivered, issues related to drug quality defect account for the largest share. In addition, of all
the GMP noncompliance notification, API manufacturers account for 65% of all cases. The TFDA will
continue to exchange alerts with other regulatory authorities, deal with alerts in a timely manner, and

improve the drug alert monitoring system, and therefore, ensure the quality and safety of drugs.

Key word: Rapid Alert, Good Manufacturing Practice (GMP)



