297

FAEEYIITIE . 9: 297-302 2018
Ann. Rept. Food Drug Res. 9 : 297-302 2018

EmEYLitmlEieiaiBnEt b om

FHA BA%k

EEF ERGE

F &

BALEEYVEEE e B

W B

Ly BRI P9 oy RS 2R B 3R T RGE

ARSI RS  REE

%4 R8 B BAZ B ISO/IEC 17025: 20053 A Ko ¥ 2 K H 4% o RF R %A
1042106 F 2 BHAAZ SRR » BAR FMAZE X FH BT 54 KARETH

EH LKA R o REI06FE © LA

A RRE TR FTRIIZIAEE - A ML

HE B R E AR F3TRIT2RHAIA o BHSTE R T = F 0 B A3 3T R EA450;

RoEREBGRESF LI 5 ZFIH

F3t B 412,780 RS K » B v

TR A13FEH T s ) AL1657AE Kk - R BA3FEH T XEH ) A 13978
R B E B F RN TR S5.4F 6 TR ARE 7 ik RO iR AER | R A 1,073 B K

% HRAES9FH T AR IEL RSB R | SH A4 88 % - Lilisr kg,
FERERRAE - AFRTHELOER - BRI A REFT m B BEEERETR
FXIESN  BREREFELFRRERT X 5% -

RASEEE - B~ EYeHEa - BEE=EEE - ISO/IEC 17025: 2005 ~ BithER%

1
ATEAAGATE BT R ~ BV LR L
EMHMRE - WIEF RO - VLR
EHER  WHRAESZ BB REE FEE
it - AN EREME ST e R EREN2S
3% - T REETEMBECR R RMLZEYEH
& LUMERRSEE) B (LE N - G0
TIRARL - BBV L ita i ERe - BUFEA
NEFERTREEEREAOERER - 7568
FemEAREERE ZmiEE - FEHMA
i RIS 4 3 (i R R B RO 2 KRB
51 SPRANME R EBUR e SRS B R & e > IR
WE—S A ETEEEH > ki HE
HFrktn e ZERToK oAb - ARl SR

|

fERB 8. 2K -SRI AT RIT R R R R R
P - HBIBUR R S e E TR
kB - DOHH R R -
BEEERAVMENRMER=EZ2REE
I R AR L A E T B934
B E LR EE - REL
LA B R E B = R RE(1S0/
IEC 17025) “HHHHRERE - M by KB Nt ba &
IR - R7TE2 IR e BaikiE 2 S8R I
HABEEE TR - S B2 R AL NE b B
i - HRERHREZHHE 2R
MR TE AL P VPR AR - OB E  H
AR R E R R R o U3
LB HEBRERR c HEERUDRYIR - 2
B BRI RRAE - I RGERE RSB G E T EH i



298

RSV Ul

B BERSEEEECERENHEMGIER
RIEFEFETR K » REEE G HREBIEEE
TTEMIAR 5 288 5 AR o 2 I i 48 B P
ERGHTEMEY  EREREE - B
BB ESET BN T E AR - EIHEM
sy - SR EREAE U EREEEE
(LAINEREE 2 R 3k ) e THERE + N EHHER
oy EEENEBHENZEEEHEEENY
ETER PR TEAERE -

B A AT R B PR AR MEISO/IEC 17025:
2005 * AR R HIGA B IE B B E e 12— %
BOR - e Ry S{E AT o HA  FBECEIER
IS » 2B EEN - F3E R HEE R )H
B ZRE I ENRIEMRE - BRI AL
TEHE o BRS.TEET "R | Ry an BA AR I
AN 0 BRARE R LR K A ST R R iR
BRI I A B4 - 55 - =
P B T S AN R R [ P AR s HI AT
TR ERE » B E R R ERS 5T
RN -

A5 HIIER R H 1042 106 F 18 g
BTS2 B YL E R E
B RN R EEBEREMER L
AI{E R H Rl e 51 - DARHERR T
B A B L R RERE

MFERTTE

AIFSREEAE 104 106 F R E R ET
RN YA E R E A E B RIS R

F— 1042106 FRH YL REEERER
BEREREE RIEH

FRBETIERSE - WARIRISO/IEC 17025: 20055 £f
SEEREE o BREFE RZEE - RDIE TS
[ S ATTER S 85 2 2 FEAR o

FEREAETER

. ST S EREA s =)= 1
RS ERMEF I RIEH

H104ZE106F & ~ EY L MAEE
B =5 o BN EE IR BN R — - HIE 1065 K
1 - BEEETRE A B Y RS
Bt a2 U TR 0 BT 124521,503008 -
RILER - BiL R B = RS L IE
P MR (104467252789 S TEIE N ZE 1065E875
1,1314430) - R ENeEEE — ENTHE %
K HEZSEZBTEMESEER R EMEEE R
BEEREE  BARMERERS RS
BEEN - HEYLIEE S BERERETR
R E(104F30 R IE NZE1065F37%) » 7038
SHEES S HIHERF370TE 24 HERIR AR B 5
EFEZRHOITIEBN - RE R RHERIE
RSN EW A rf s MIE -
= BHERIE R

E 1042 106F Fhn ~ 2V LR E BR=ER
BEMEMG R INFR T EEGEEGR
BELRTH(E 1045 13335 T8 TR 106517055
R) - RAFERL S E B == 5 BB T B A B
IN(RIZR ~ HETE ~ FRALEL A8 BE 85 MG AN) - i &
BB NAN AR -

R 104E106F RS ~ EMLERERZENE
HERS T

g

Bitng Ribross 27){LHEM ZEY{EHER

PR B

FE wxw aAm worm goean g maamm 0o TERERCRRE
104 72 789 30 370 104 78 34 21 133
105 81 1,046 34 379 105 97 24 26 147
106 87 1,131 37 372 106 109 22 39 170




rnSEYI R ARE AT

i
: . I

_— -
5 16

il 42 i3 |
ISOTEC

EM LR ER

= ExE
RESEEEN =

B— - 104Z106EE % °

299

REE A A E A AT

18

170252005 o & & E

BRI (BB IRE K)

163

1 18 I
£

m - N |

9

L8] kil L1z £03 i) 41%

200
1073
fery
LI
s ol
& -
gy
Ak
£ 00
I
0 g ,
133 w6
H . - - :
)
i | — -
5 L . 23 24 L ] 9 510

ISCVTEC 170252005 q’ﬁii;

HERZREET B AERIMEK)

E— - 104Z106F R « Bt ABRENEE

:\-E—
f— E

BRLERK B FAARAT

H104Z 1065 ~ B2Vt mE B =ET
i A R M AT A — R R 0 34EHAR
HLETBIH2, 780 HER S » [F]—HR R E
ZAEISO/IEC 17025: 200537 &5 Bl & 73 B3
B o R D IEETE sy - R UEE K
MEF3E A4 13ZFET T foskE ], LatpH
165TE B ~ HUR4 35861 T SXFEH] ) 318
139IE 2K - TR A BRI K » [R5 45Hf
TG ELRR IE A R R O R ERE ) 61,0731
B % HURS 9FET T I B EAS R
G AREE | EHE 644TE R o ST BB
HE - T BT

(HEEZER

R4IEET T BT ) R4 3ERT T AL
Bl 2F REKRK SCERERFAE
SrREFINFR = R R -

H B = B SUHRHE  FE fe Bk FE R &
4.3 4 \3EHTZEK - HTWE 2 #iE
TR SEME BN EHERERGTZ
ST BEAC SR IR iR H S ST B R AT
VERYIETE » MEER 4.3 K 4. 135 8 E 2 ik
KB R - R e E e TR
SRE 2 HE 2 S FFAISO/IEC 17025:
2005HYEEK » DAVE B SO Al sk )

G bAC SR SERE M DAFE B -

;5 =N



300

RSV Ul

=+ ISO/IEC 17025: 2005 4. 38 &iX & Hlz &
% RS

%= 7A ~ ISO/IEC 17025; 2005 5.4 = &I EARL E /5
ERAFESR BT RS

BRI GOCERLL HRIEE

BRI ROCEEEL HRIEE

431 EREEEINRE 1L IMCUERESR -
BPAETIREREE  EEEERS R
HURMRAIRTAE LI - ROk ©

2. RS HERIIAE
i -

3. FEL AR A B AR S
HHE -

4321 SHZITHIFERIZME 1. EHISOPRIER: -
NEFEIRGAENE 2. TIEMRIEE T
FH o FEAENZERAIEEL  SH[E] - e RRE
SR IERRA - HE IS -

4331 XHEFEEHAFE— 1. XEEBLERES
IHRERAEIT AR ZuEE - Mk
A TEEIEAEREIE
JRA B RIE

HERRAS -
2. NERSCH-EET - 1tk
S HERES

IE o

4.3.3.4 BRI POCIEIER] B2 E TR
TEFEB R EHIRFAE BB Z B R
7 e & IR -

2P0 ~ ISO/IEC 17025: 2005 4.13ZE &fi#ctg &2
BT RERL

EEI  ROCEEREL HRAHH

542 [FELREMGERLET 1 ORKEBRECREE
& AR ERE BOERERTRE

BLEEHEE - Thaks -
2. BRI ErE i 2
ESURAFT »
5.4.52 ESHEAAEICEE 1. SOPHFRFIH Fa
TEHERFEITHERS - felas e -
WesnERuTaE 2 mE DL 2. BEERE s 2 H
S A TEEH A TEHERI R -
i 3. SHEANE R AR
AR AR A
SOPH -

=75 ~ ISO/IEC 17025: 2005 5.9 &8I 5 EA A 1IE A&
REBERECEME REK
EE (ESCE BRI BRACEE
5.9.1 WERSEEHERE 1. \ERRINESHT &S
DAESEHEARIRE BT -
HE R - 2. e E R T
FRERAE T N PR Ry [F—2
iR
3. KRB ERG R ST
T E ARG SRR
2
4. REEREFFH.ZCOARL
HAZEEA -

4.13.1.4 JEEREFRENIMD R BRARRE
FCEk - PG IR ASL B
ERX -

4.13.2.1 FERFABREIZIER 1. IEME GRS
o HAGERSAN BEsmRE -
Hifl 2. TAFRCEHA S
SERE(ANER D R
NEFEH) -

5.9.2 FBSEEHER AEEE R LT REEE
IS TRICHEE RTZAH -
HOH I - FEERIY
AR BN AE
TEHFRARTE -

4.13.2.2 BIZHER - BRI TIEHETERf
HEAEEWERTY ARIELEE TR
DAECSE - it BAEERIE
B ESA T
o

(5]

A5 4BEEN TN B AR IR 5 ik e T i e
o1 R ERBRIFFANER L A ok
K% ZARER A RRZEEFRE RN R

BTRZEOR L RE IR ERRE - BORE
BEELEHREZ A EIMEBTE R
AoswB iR REE A MR
g T o E IR T > AT
FIBR BRI R A2 JT ik - FREED) LT b2
I AUE R FE RS ER A A B 2R -
LM B g 2 Tk o PRIFSE
R A A REEE N AR TS
% o SELE i - R RS



rnSEYI R ARE AT

IVETERAFLE - BB E AR ok
FERARA E R BT & S A ETZ R
SHIA5.9F AT T BB R 4G R E 2 AR
i RZEMEFNRAN - SiTERE
eIk PP RQEiT =g e AN )
EinE B R - AT AR
EHI(EES) G - WERSEEH
HETHEIS - R E R =ER I 2k
FERHE - b ERR P 2B 8UE
DAMECR AT i s SR IERE 1

H 1042 1065 Z sk RIE H I Cante b
PRSI TGES - ISR R 2 B
BMEIHIEEY - REMFFREREE
R RFERGES - Aot fbE
REZCONREERE ZHE g HSHE
Gk o WEE R E B E AR LRI
BEM A - IEEFEISO/IEC 17025:
2005HYEEK 5 BRI E AR Z B 55 =0
FEAEER - DURH B fe B E S =68 -

301

U T T RN

ZENR

. ESRIF A 2 2018 - B B AEEH

2 ° 107.01.24FEE—FE F 551070000775 157

AN
Sl

. International Organization for Standardization.

2005 .ISO/IEC 17025: 2005General require-
ments for the competence of testing and
calibration laboratories. [https://www.iso.org/
standard/39883.html].

. FEKEIF A E 0 2018 © #EEHE - 107.01.31%E

FE—ZE 51070000977 1555 ©

. BLEYEHE - 2015 - fFHAERAH R

EEY)E B SE R Ak SR (LR o b B R A
FRFBIEERER - 104.01.20 FDAE T
1031106164A5% /225 © [http://www.fda.gov.
tw/TC/siteContent.aspx?sid=1861] °



302
RSV Ul

Evaluation of the Quality of TFDA-Accredited Food,
Medicinal Products and Cosmetics Laboratories

PO-SEN WANG, TSAI-LUEN LUE, CHIH-PING HUNG, SHU-FEN WANG
AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

In order to verify the quality of TFDA-accredited food, medicinal products and cosmetics
laboratories, TFDA performs in situ inspections based on international standard ISO/IEC 17025: 2005
yearly. This study reviewed in situ inspection non-conformance reports (NCRs), and categorized them
according to ISO/IEC 17025: 2005. As of the end of 2017, 87 food laboratories (1,131 test items) and 37
medicinal products and cosmetic testing laboratories (372 test items) were accredited. Four hundred and
fifty in situ inspections were performed over three years, with an increase in the number of inspections
each year. Out of a total of 2,780 NCRs reported. 165 NCRs were related to “Control of records”
(Session 4.13), followed by 139 NCRs to “Document control” (Session 4.3), concerning “Management
requirements” (Chapter 4). As to technical requirements (Chapter 5), 1,073 NCRs were related to “Test
and calibration methods and method validation” (Session 5.4), followed by 644 NCRs to “Assuring
the quality of test and calibration results” (Session 5.9). All the NCRs were subsequently corrected by
the laboratories. The results of the inspections serve to enhance the supervision and management of the
accredited laboratories, as well as provide them as references to continuously improve the quality of their

works.

Key words: food, medicinal product and cosmetic, laboratory accreditation, ISO/IEC 17025:
2005, inspection



