RSV FE R, 5 - 387-393 2014
Ann. Rept. Food Drug Res. 5 : 387-393 2014

FEMEEEAS(QP)FIE 2R

|

o

&35

W B

&b Tk RO 3%  $5(Good Manufacturing Practice, GMP) & ## #% % 32 3 % 44 B
GEiEsh o BIRMR AN ERZS KM ATIFMBLEREDSHWELIAFSGMP > SEFE
B RN EN 0 FE P AR BEGMPH A o 101 4F 25 £ GMP 2 Bk 22 5%
RHIEGMPEB(R S B)PIT R E AR EH B E T RIS B R R L AT
BESHBRTIESEZINE - AR EN T F LA BAMER BREA > FEd R
ERBMATZ % 400 T Y 4 22 A B (Qualified person » YA F i #5QP) | #l & » B4
B $EE 0 W L On  de AR 0 sk gk o RS B4 RSB N GMP R 2 TR AT RE

»

g

boomi

387

Z BB G g 2 R PRI PUT BB RA
JEA o 2 b B o BLBAE) AN BT 5
W EESIEFHQPH L FIAE  RILE N E R

LYY

R EEES S SIS
TEREMBEFESRERS TR
B8y BB LAY D AR 0 AR ROR

B
2
&

RASE - BRREME - REERASR - BEREM

&1
BIPRET L S B BN iR A - 280
BUE Y i E B 2 2 1 5T S B B B (o
BERFLFBAERE ERE - T HERZE
HIZ2 % » S BT R IR ST B HES) - 201
S A A R AT BR SR B RO B R B B
& E o BT BTN E R ELERIEI(Current
Good Manufacturing Practices, cGMP) » H& 7K
PR FH I3 P2 8 4 (1 FE A5 77 /) #H A8 (Pharmaceutical
Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme, PIC/S GMP)Fit
& e DUME CREE L IE ) ~ BORHE iy —
BRETE AROEBAS I EHERHESN - WHEA T
QPR » DlasfbEEm LS Ry BB -
101471 5% GMPEERT I 2L 5 =R T A ek
708 /F2E - BB BEAT R RE R I S R B T

[l

JHE
4

RE - BB M E T F A 2 R
5E 0 PR E B B B A T B s B
B3 REBEH LI E  MAEHE
MR ESEMICH - BhHEERAEL2ER—K

FE EHATE R RPIC/S GMPE & » Bl
GMPZ AR FTE I QPHIE » il 2 —&
ERAVEBRES - D RS BLEr e
EEHEEE S GMPRIRZL L EBATTE - KL - 3%
EEHE A E A AR EE A
B2A - (RS ETAL QP i B 7E R B e 7 1 38
KGR BR AT R A e R R A R E AT
% e

MFERTTE
FEERQPHEE T ZHE - HHEE
HoA R SR SR A B AR AR



388

RSV ST

TR TR B RTEER A B S A P ER P R
& WHRRBEAR KR E i EE A\ BHE 2%
R B MRS T MR E AR
B IRHEERRTE - (FRARREHRIE &
E% o

2 IRE I GMPH] E QP A & Je 5] s Bl 2E
» BT GMPEE g s B ZE AT AR BH 6
FEIL1845 M - W T g T B B RTEE RIS H
Z BEBIZERT - HLARBELRT - BRE B » FIR
e B AR B A AT N B RS -

TR AR

AW FE s R B R e At S HE B 5 R 2E
mBEEEANBZAORERERIIR FHE
G B SRR 1T 0 AT B Pl - kSR B R
(1.2) | WHO(3) N %(4) . Iﬁuﬁlit(s) N %(6) . 7JD§
RO~ B~ SEEEMEMER - LR
E— .

frfy B S BIQPHY At ~ BT ~ EE
AlREER#E - MEEEABHEZIR
TIEEEENEERE  RESEELLE
B EMBUTELERES - RAMEE
0P it 5 T GMIPHY B3 1 e B R o B
IRERYREST » T B R AR E R e S AH B G
CRESOREGE S B BRR - 2L 1L
B AR - SINEDTEMAFEZ
SEY)) it P [ L i L B 5 O A (e ) TR R AR
FZEGRE  RIFR BGREZEOR o AHEAE
i S S g e SRR A R < B - e
55 L EEET o RS REBIEEREHE L
FIEER A8 TRk < Rl b alll - hfEfr B g

ATAEYE BT HIRTS - iRt EiiEMZ
BB

55+ Rl H i ) B AT 1R - A
APERGETHEHE - AENHREETE
SRR ~ DrURHSERE R B8 SR R I, 184 52 it
B T67.39 % o IBRFEFHER RN
HAZOE -

— BT R R SR R R0 E
DB {1 B R - By BER R B R R A

Te FREERE o g 3t A (o B BB el 1 B
B 35 R I B R — (DA B S -

= RN SR AT A FIMET 0 £924 %
EAE R QAT ~ 14 %EMEEHI(QC)
BT~ 14 % EBLEEFT - HAR48 %fE HALED
FICERERRHEZE  FE=E - RE=E - BHEE
Fi%5) -

= AR ERET 0 10T
1529 % ~ 10-20F LA M E13 % ~ 204E DA 4558
% °

Y~ i N B R E ST N BT - QAED
FIE72 % ~ QCERFIE12 % ~ E AP (RIFEHE
R R EPNE18 % » TFTE T AR
H o 17 %R E SRR -

F~ BTG N B B ST A oy e AR
Fiirfe B E - AR EKERSEIEESES
GMP#HI# A EBE I EE  MERARLE
HIDUR BB ST E R B -

SERIEFFE - FrEECER 2 BLE
MRS TE A R BOE RY ZE L AR B D EE — (7
W HFFEN S EEE A 2(QP) » QPTEMETT
E G AT RA A S T MRk L BUE 2 2 ERER
B - SRR SR A B R AR SRR
Tl CRASEFIE R A2 72 R iy A S B R FR 3K i
(R

PIC/SHE#& /AN 2 GMPRZHE®D » BHEZHAZE
BIEAE A BB E (R A A 17 B R i R
RS - AL - SEMELE R SIS AR
Al AT 3R & 2 AR - G REIERE BT GMPHE Y
S RRGEEEIE o (M SEAT L T A H 26 1 SR
BHARTHERE ; M - BITSEERE R 2
BUEHRARAZEL TR - HEEM A BB R
FER(EAN S - R - S TP A 2 B

SR S FHELTIRE 5 1019 B4 T FE £ e
BTHER S AT T T B

M E N -

AN BRAT98 %2 GMPHIZE T it (%745 &
PR — B BUEET - B L — 4 B A DL
BATHTA L E TS - R - FESE) SEE TR
IRERF « RIS E R ELEEREE



*=— BEIQPHAR - HE « B8

B TR A QP it

AR L 2

389

B3]

QPfth

Hi

All#R

B R

P BK R B & BlLA7H
TR IE I RE RS
HIBELAE DR —
i R H R R e
EHAR

1. T O 5 410 2R 28 i i AR
BEEREOR

2. S S = B A
I - 0 JH S 5 BE Y
BT T
REAMBE TG ER

3.t i B R S A
#% - BIRTFRCBREDS

VL3 R
Fe 2y i B T
SRl
2pE B
sl (LB R
SR - M
= b4k 2 EY
T A A
51 7 3 R

E

T (b R B SRR L 5
BRI « —fy/ e L
AL TSR g2
(L5 EFEY S . A
By . e .
VYRS - ey i
R 5% F R A
5 - S - BT A
Sy E YT B
ST+ DL T S
% - e R E
24F + (BSEEHIA AT A 1
i GBI AT 15

WHO

R R IEE B
HIQP A B 2K B jir 4
b G E PREE TS
MR TR EERTEH
GMPEER

S
- H‘%—é >
il
?;?ﬁ
o
i
B¥
iy

\m?»rﬂﬂl%
Vi

g

e .
i

0. q b
=

FEH

ol

R LML HH — (A
HARTHEREAH
M & & e B ITHY
AR - HAAEBER 2
HEmHEEHE AR
B T A
GEERTS B

PEARS R B2 A 7l R

Bt

5 WAL EE A
E B Responsible
Person (RP)”

H —ELicense il F 5
ICATHRRRME - T W Im L
GMP/GDP £ # B2 5K lfi g
BRI ERAF S HEK

A E AR
S O i e
T f2 th A L) A R
o ] 2 2 g
s LUR T T
e, B

EU S M B GMPE B4
- HLAE T e
RATER T 1-44F

Ly

id

m?fﬁﬁﬁ]{
IS
3 3
3 o

Y
=
b={113
¥
e O
g Sy En
ko
S
ol 3
B
ai =

i

\
A

JeEl
T
NS
&
ki
. g’

> 5

[N\

=
FE
Op MR EE
i

S
i
s

ij

Zr Al (marketin
authorisation) *
HREm A ZE
P NSEE P

(U]

oF

BRI (T - e
1) B S A2 1 & GMP
S S B 7

EYPrE Ty

ol T E R

BLLUT HIEaE

. EEREQAIRH

. BH%1Quality Management

System (QMS)F% = | 1Z#E

HxRE

. BT

. i

| B{TEQMS T FHY
I NBERARETS

7. JREE S

8. BENnhnE B At JF A

9. fakalR

10. (EEGHEL Rz A

11 i A B B e

12. 55Ttk

13.GMP#Il##

14 AR A R T 540

N —

v hw




390
RSV ST

*=—  FEQPHARL  HE - B  JIMRLLHZRGE)

@5 QP M %y Al
ek TR G S B ASRFSE & 852 GMPH B B £y
50 B R [ INCE I R

JEURLAH B 04T S — M RS IR
MEFREEE T

el FENEEREEEHM | Z2HEEEEERERE 2OAGEBM | EEEEFEAGTR
HWEROIOFHM)MEL 17 - NESH R ~ I FEEARSREE  EFHTE  BERIAE
o' E B &I HEF  BELNE TREERmEE  GtE HERREE R
in A R e L~ SUSEIERTERS) - 2. 55 AN 7 e e (7 2R A
EmamEEEEE BAEOOERE o RETH N E R
i) LLEENEEE AR EEEHERE
QREEMPBUTIIE - HEERCE - 1£ A BE - SRervsll
MR I T E M R EERE  IEHEHE R E R
AE - BT s mHiEERET R
THBEE A - SR (F - B LEESE
ZORTIE RAHE BRI A AS e

3AEEMITH - BER EMRITE RS
PN D HIZ IR RTIEEY Al > AR IBTT
ZORH B AT
o sk - A AHER

O
T FEDZERE SR (RIZZEANEMETTHIRIERS ARG E GREn] JE M 2 GMPAHRBH B BEE iy
GE o PPREERLEE BBUE HIZERTREE SO F R RAPRMERTEEE
H o JEREARZEATEE 1 BN RS SOG S S ol
FEEE R, BE AL HE on A B B RO T

1 i Z R B e iy
HEHICH - BEBRGE)
FAE ~ tm R o DA
B HARE & AT ROR
i oE - B
BE - H¥ - HE &
kg BOENZ
R s

2. BRIk hm
& R R R Bl

ZAEE I

3.FNBLE ZI5E - kg
A% 0 2 R R AR R
HEIH

4 BREGS N fE
CLlE I re
A EESE BRI

5. B AR« (RIFZ
T & E I

6. ELAt A BHEEER F o S IH

E S R %o BEBIBEAT TS - 55 0 BRAE B2 AHREERA
T B g U A PIC/S GMPHIBSAE » FR{TES

=4O
BEERINR R B E R S Al S BER R e B
i+ BT R I T A T e BB 2 A B S8 SR E 2RV BGE SR e A B B

ENL FIEMAEIE - AT RIREHEEE TS R A EEC EEEE T



e

M - CLERBPRIR O R PSR EAS R - BURH T
B ) B BB AR B v A B R
PRELGERE - MORREFT S EIFR AR EEHEA
BZE0OR B T L BER L B B - R
$A o P A il B R AR SR — T T T

— » REER EH
I ESENEMEEEANEHAEE
BZEE
FRoMECREFHLE fhZ A E B 2275 & _EET
RIAYEER - TR SRS 2 B
ST B R O R R R
EGE - TERBAEEEL R ~ 368

B E e PR E R E R R R
BB RCArT - B RER A B (BN E TR
ARSI ) IR [ R & B RS A TH I 3
L TEGMPRYER - SR(EEIZETREA
RAREEE - 5 0 S HA I R
B B BEERN 2 T E T E R KRR - AR

A HEB) 720 - FRMR N B B BERT i od i
HEB ISR - ITREE E HEEE -
TERBKERNENE TR EE LS
BEE  MAREGMPEMKZIVERL
TR NAHRRE S - B EE R E 925
i PE S B S 3- 1 S B T 2 21 88 R AR BEET
TREA2 G s U BEFMAL X B

N ¥
MERENEMEIRANREEIEEEAZ
AT {74
ARFBRI02FHIT T HEEHE A SHIEZ
WrCELER A | TIRaTES - BN HAT
HUSEERZE » HHREERR TIEFR TR < TAERL
fliy ~ ool B T R R B B EE A S IR
JE o L SEERRERAE HER  MIREMGE
TR R E A B TAE - KoK
2EREHRE > RENEEHE A EH
& fRHBEEEEHEERS  TIEE
PO il LR S FHR B E S it - I
BAHEEE N - FEEAEMAT ¢

391

A BB BL(QP)fHIEEZ £RR Y

(&Rt~ E &

e £ 5L Y E H B 10245 A PIC/
S BRAH A - X TEZE R GMPAE B ] [ i =
EE PR # W E R E GMPE
T ) P R o R PR E B AT - B
HERRHELEEE A EHE » #IEQPA
BT R R IR - SRR R
REHIE - P REHESIE e R 5T
=5 B EEE - HERE YD
BEH N B(QP)HIE Z 5% - W5 AHR
FoER SR - B HRR SN -

CIE R~ REREHIE

H BB AR B RBEAT B 2K - (#IR
TE R BERMBNAT At - FLEEERSR $E3E HAK
B¢ BERT & 3 S i & o BRI ZERR N B
BE—H5 - 1 - BIRNEFTRRAY TR EREE
Al ORI St — D BRI B
REIRESIIREE LR &AL - AL - EHL
ZHE S EORHER 1R EpRs - I
FETTREREREIRE - (EEAE eI A TR
TTHR -

BERTER A T RS S U AT e & B BT

MR - His DEEURSEEEA

B o AR JEE TR B N B H BRI

SEREOEERN - RN EEE

NBRREREESTZHIE - B E B

AN BTTHERBRER B I F A R -

JEE BRI i 1t 3 S I P9 B B L P

SHAT S - SHEEMENT:

1 SR FCE M E i S
A RN B SE i B P B
S BEHRE - U5 & GMPAER
FEA o RSB AE EERNT - 2R
an BRI IRAE ~ W At Ak R B A
MEXCE 5 ~ BESL A TR BGERC LR
& BTl - S E
SR REFEEE -

2. TAE#SER 2R 25 e Bl QP YA il &
o BRAVEEE AN BRIEAIENR - B
ENISAGEE & Jolat 2| ISR



392

PN
og

R TSR S B S 5 7 B

RASEVIITE R SR

SANA] » FEEREELE TR ERE

R M RERIEE ST - BRI - FESHE T E

BN B (BB AT 3% L TR R BRI

i ERAMEHRIERBZFEES

TR BRI B RN » W E RN

THBGEE L EE SR -

3. EEFURERRS « B E R R E 4
VB - EEEREEE RER 25
By -2y HEHHESEEEAE
HIRSEE - HERENEEmy AiE —
TE R ZE MR BRI - SRR RS R
A G2 N ESE - BINJR A TS
B MESERT N SIS T N B3RS -
HEHER@REE > N EEEA
BB 75 BE 5 10 2R 55 P 5 il R ik B A
By > DUSCEHAGMPIE AR MR i T

4. FFEHERIE « R E E SR
FHERBRERE - EREEE A BVE
SEFNERAARS BN s T - IR REEE
RERIACER Y R B E A BRYE 2

5. TLVETE E T AR SUREE R T
B S A BRIHIE - Hb—(ERE R
FIERMEEE A B RGBT
HIRRE - Mg 22T EER
Z+E > ERFtENEEE ABRE
EIOMEE - RIAEETLERT
FELUER LB EH A BEE T HRER
EZENEERE MERLEEHEAR
HIRKINERLES - JNEFEEEM = g Bl A &
NETA I —HI AR B R - B
oS BRI A SR R B R R
BATRBIE S E S B W R B
JESRZ B - 1 AR SR R i R SR
& PRSI E B ARG 0 A REE
HEZEFUELT H IR SR -

AEBEMRAERZ S REASEE

2 I HEBNE] N EERTE B PIC/S GMP - [

BEEILA

S S Z B E R AR S E - IR

P BE R [ B P A LRI Bl 2 BB 77 - R
Fo &g B e B EEAHE - @il
RN E EH » ERPUT RCEE B
BB BERSAHEELLD -

ZER

. European Commission. 2001. Direc-

tive 2001/83/EC of the European Parlia-
ment and of the Council of 6 November
2001 on the Community code relating
to medicinal products for human use.
[http://europa.eu/legislation _summaries/
internal _market/single market for goods/
pharmaceutical and cosmetic_products/
121230 _en.htm#amendingact].

. EU. 2001. Guide to Good Manufacturing

Practice: annex 16 certification by a qualified
person and batch release.[http://ec.europa.
eu/health/files/eudralex/vol-4/pdfs-en/v4
anx16 2013 rev.pdf].

. World Health Organization. 1999. WHO

Expert Committee on Specifications for Phar-
maceutical Preparations - WHO Technical
Report Series, No. 885 - Thirty-fifth Report.
[http://apps.who.int/medicinedocs/en/d/
Jh1792¢/].

. U.S. FDA. 2013. Code of Federal Regulations.

Title 21, volume 4[http://www.accessdata.
fda.gov/scripts/cdrh/cfdocs/cfctfr/CFRSearch.
cfm?FR=201.66].

. Swiss medicines Inspectorate. 2011. Respon-

sible Person: Requirements[https://www.swiss-
medic.ch/bewilligungen/00155/00241/00259/
index.html?lang=it].

. Royal Pharmaceutical Society. 2013. Study

guide: guide to the knowledge and practical
experience required by qualified persons
relating to pharmaceutical manufacturing in
the UK. [ http://www.rsc.org/images/QP%20
Study%20Guide%202013 tcm18-8297.pdf].



393
HREE AR QPRI

7. Health Canada, Health Products and Food 9. HAEMmRAE EMEYEME - 2014 - BIFE

Branch Inspectorate. 2009. Good Manufac- B BE LS A o AU AH AR EE R R LS FR S |
turing Practices Guidelines GUI-0001. [http:// (PIC/S : Guide to Good Manufacturing Prac-
www.hc-sc.gc.ca/dhp-mps/consultation/ tice for Medicinal Products) ° 103.03.25%%
compli-conform/2007 gui 0001 tc-tm-eng. FETFH103110100758 045 -

php]. 10. #ERIT A8 © 2013 © ZEEGE - 102.12. 1144

8. rhEE N RALNIBIZESEHIE - 2010 - B2, IR —FEF56102002251615F <

A EEEEHHE - [http:/www.sda.gov.cn/ 11 FERERF N » 2014 © ST © 103.7. 16885
WS01/CL0053/58500.html] ° HEHE—FF 551030010533 155 % -

Survey on the System of Qualified Person in Other
Countries

CHI-WEN HSIEH, CHYN-LIAN HUANG, MING-SHIN LEE
AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

Good Manufacturing Practices (GMP) is the key to assuring quality of pharmaceutical products. To
safeguard public use of pharmaceutical products, mandatory GMP implementation and compliance by all
manufacturers was announced in 1982 by the Department of Health, Taiwan, and is kept up-to-date with
global new quality concepts and development. In 2012 it happened that primary packaging operation of
some pharmaceutical products were contracted to non-GMP manufacturers, and this has lead to public
concern on the adequacy of pharmacists employed by the pharmaceutical manufacturers in executing their
supervisory roles. To preclude similar happenings, Taiwan FDA gathered information on the international
practice of Qualified Person (QP) to understand how manufacturing and quality control of pharmaceutical
products were regulated internationally. In addition, results of the survey indicated that pharmacists
employed by the domestic GMP manufacturers are not fully authorized to execute their supervisory
duties. This shows training on full authorization and awareness of pharmacists supervising responsibilities
should be reinforced. At present, key efforts are focused on addressing all manufacturers the importance
and responsibilities of the pharmacists in supervising the manufacturing and quality assurance of the
products, at the same time, facilitate the implementation of a QP system, in order to solidify the roles
and supervisory responsibilities of the pharmacists, with the goal to safeguard public use of medicinal

products.

Key words: good manufacturing practice, qualified person, pharmacist



