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(1) o|2k= 7HLeARIA 2] QRM(ICH Q8)
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-
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ke ‘ 2| A3 2 A (Risk Analysis) |
2| v
3 ‘ 2] 23 B JHRisk Evaluation) |
7
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3 ‘ 2l 23 ® 2(Risk Reduction) |
of [4°¥ ¥
Vol
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Basic Risk .
Flowchart, check sheets, process mapping, cause
Management . ) X -
and effect diagrams(Ishikawa diagram or fish bone
Methods .
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] o DA ANHA ZWEO @2 gral]p A 0% ~
Failure Mode Sm;f(m(HE'Ha (ﬁq;} PJ{Eil e HBHNOR | 5050 242 20512 2123
Effects Aabsis | ox(iaiure), Ol2iet 978 0DIsi= 2ol 3 1 gy | JECOMIIEA SUSE
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Analysis(PHA) o, 2ol A= 2 AlE =lah)| 26t 01X HE It ;*07 E;H T e
= XAS NEDI0 24oke gE ce et
) . _ AE0120/U A AEIZEA
Risk ranking and | c2lA3E Hlwolld =RE Wl= =32, M M C ETMIA ;tljlr °|"|H Oxulﬁ*(}ilHEHot
fitering ot U U AH QAN 43 ZIDF ZRE S T
RQE=E MBS [ AL
EHX e ZXPATHLIE 206 & MASH
Supporting OlM &8l A2l =2 S &3= OIS 28
statistical tools Control ~ Charts, Design of  Experiement(DOE),
Histograms, Pareto Charts, Process Capability
Analysis
<H 4 QRMS EE& 4 U 20HICH Q9)
20F HE20¢ M= LHZ(CIAN)
2K3t AME=2 7AH A S2 oilAol &8
SRR mES S0 Oist 1& T § =) 9 NISE 2 0¥ st 234
OlAlElE 22 ZHSC A SEM OIXle g2 &1, oL, QM
ssx =x =& = ﬁ%_ i i
22| =([Het E2 2XE0| Het BA &X| Z2F 2 21A3 HIULIIoIE
= ZAZAL ZAIS Bl BT 2N S
F|N AE o|atE EX HE AI 22| Hed HIF L oli4
By 22 Ot DT 2 HZE B0 BHE XAL H20 J[Qls B 22|
INERSREN, OHE M F) |(|fecy|e)01| 27 XIEA At
AIEHX}\I. )ﬂi‘ I: AIEHX}\I. u#jl.ol 21 %
AR=(32) ABIRA 2 I} Sa 2Xg DXH 3l S Sy Bt
AEIZRAF 0122 JHEEXIC] HAN S
OCE g2 NEXHoZ MY & £ = AFT0 1 MASH &H
Jher B AT, O, =422 = ’Q‘é_*%é', ZHE, 28N E= XA SS9 =
Q 90|(critica| attributes) ZI}
SAQ0I(Quality attributes)2l EQAN Aist J|= S 88 S
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X8t
o=

% 2= ZO0KICH

QO)(HI=)

=0¢ HIE20k A2 H2(0IA)
N S &) N 7o TS0 Ot SEN 28, S8 07 25 S
A& 2 AN oA € ukt 2E 5 2RH B35
g, sd e | EAE =28 B0 e\ 80 25
I+ AH| AIE AS ATl e = 72
% 9F 2 SNx AHE 45
ZEH AAE & &8
T2l 2 929 | . _ -
Z9lE B N8
e ZI3H EHIH0)
2AXITH 2l U= Cist S0 e xs 2lAa3a 2el
AT A2 22| H(quarantine) 2! XM AL HEH
2, 25%A NS ot
gejgiorA Aot AAl HZ0 Cist 28, 52 L Hl 82 88 A8 22 S
" T R I —
ANE =
S =EH
NEd 22 Y | AAYg 2 AR =gl 9 X7 AR 20
oA AlE HAIE JIZHAKRDISE | B2 AIgo MX A Tt
& & Xt Z8S2 B36P| |8t 2xt Z& A
_ S| AW AL -
ZZ oo | iy = FQ MRHIE Z2E
HAI JITH 22l HADIM 22 EX SH(ESY S)
(3) EXZ2|A|AE =Hol|lA2] QRM(ICH Q10)
oekEe] GMPE 9ok NI dAAM T 7]Eol#, A-&(commercial) A& AAF 2 AFe] @
o o|Z7|7kA] o]ekse] A AollFrlo] HEHY o)== oloE AFPA L] dUzle] MY Fol| FA
Ao B FARYH YA 2ES F=513, Al 2 iR (Corrective and preventive action, CAPA)
Alz=gl B17 ] Al2=E] Soll ol ojekEe] FEAlsglo] A e ET) olE 93 H8Ad
ErEAE 22 #AE(knowledge management)$} QRMo| AAETh QRMS TAQl ook F2A]
2wl ddte] A dkedfnt 5 QRM AR 4 #2aE gjlsta, et o s wrishy 24
3l7] 915 45490 Aoz A oekEe] A ATl A FHA9 ¥4 des AEHoR
A T JES st



2. Mg g
1) FekMlolxe] Zalzal

A EQ] ISO 9001:2000(E) (A3, 2000. 12. 152 F24gA1=8e] a7l disle] A&stal )
o} Fd H3(Quality Assurance) ©|hi= §oBth ¥ AR ou|E 7HA|al Qe FEHGAIH
(Quality Management System)< WAl¢] F2AR=S & = =
th o] 72 A, AR, A, AddE, A3, Al
o|EZI A AL A, A, AL e, frEel ol2e d S tidew st itk FEAGH

= A A Apde] G849l ] H s B3 AFY Ay uARSS FAehs JloR
A, oI5 fleiMe 24 WA gaa Bert e eSS, 2002). ol e FEA G~

i

=
W ofe) Fie] Aol $85w Yok Fvle] ok Az 2 2 B

=
=4Jo] o 7hslo) 9l gk

Aok A9 AFALG AFE A 5 B A sl BAELH ol sk Pt a1
A9 EE

IGE
A 9 A=E Yehls “dn|F3E-8(Overall Equipment effectiveness)] 7-$- #l2Fat
A 10~65%1d] Whate] Al 10~85%, & A4S 50~70% To= dA%] e 55
Hola glom <7t A g oA ® Aok Ak AFEAtet g Akjlel Hlste] HHolxl
th 53] AbAsA AlE AR AR Ao Akl AL aAlke] A
1804, SHAIE AEA7IE 60~NY2A Fsahd &2 4Fj1e] 3~30¢el 24 2%
vebdti Ziegler, 2013).

rr
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ZOF Mt RSt &3 Eaas
HHIZ8 e 2(0ER) 10~65% 70~85% 50~70% 80~90%
oI2h Aabe shy 1~3% 5~15% 5~10% 1~3%
MAAQAIZHY 120~180& 1~7d 7~120¢ 5~10¢
2HEN D E2H(Y) 60~90 3~30 3~30 5~502

¥ X8 Ziegler(2013) A4,
AN Z 3 & 2(0EE): 3], 18 5 Resource?] 8% &9 A=Z ek,

A7V E-&(Availability) x4 57 s (Performance) x 935 5 (Quality)

A5 A G (process capability index)E £33} dolE 4= gt} o] AE A
v el w vkmA) 2kle] B9 50~60 o] EHES Kol of Wiyl AES AL
S o B3HEo] 3407t slEEE ] vhH, AR oF 30 AR o Bl o] o] &4
2 ublg oF W o)de] ERES UEhd ¢ Qo] HE FAETeN]8o] H5~36% AETF A8

HE Ao ® yebgtHKorakianiti, 2009; Ziegler, 2013).

ojHl FAo] o=t 4 oA AlFs drht ALk = JEAE 375 (process capability) <
5

<H 6> MM BICH MYo EHE A SEUIE

A0 Moy 5 =S =2 ZEHIE
20 308,537 69.2% 25~35%
Hetard 30 66,807 93.3% 20~25%
4o 6,210 99.4% 12~18%
BHEA 50 233 99.98% 4~8%
oy 6o 34 99.99966% 1~3%

% A8 Korakianiti(2009) #1774,
vre FAeE oz sty FHt A|FMRERl nFo| e FE T AV FAS AFSEA
2 gFE
Foleo] ZaiAzl ukao] 200519] 18704 2010 4971 02 2% 7}k tHZegler, 2013). ©]oll w}
o} oekES gidals A7) Fo] ohd WHEE(Department of Justice)oll A ©J¢kEe] GMP ] Hof
=] O

£ 20139% HA T AR EEE WESITHGMPs are a Top area of Focus For DOJ in 2013,

o

2013)(DOJ to Target Pharma and Device Current GMP violations, 2013)(FDA and Justice
Department Address Drug Quality Concerns, 2012)(DOJ’s Laser Focus on GMPs in 2013).

ol9} o] ml=re] WHEREA] ofokte] FH o] P& il U&= A w= UlollA] v Aok
sAbEo] FATY e s Ao} AuRk= AbEZE HA sofubar 917] etk 2009 EH-H
20128714 w5 el Al FDAZE obd ml=r 9ol A] GMP #2 gwros Q1gh Wa-s Fahek Al
E AR 20099 sto]2K(Pfizer)7} 2009 99 oF 233394, HEE(Abbott)7} 20124 549 ¢F 12
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57919, GSK7} 20124 oF 3541 5 7he] Eeh4 9l wefo]tk(Big Pharma'’s Big Fines, 2013)(Govt
terms ongoing hue & cry on quality of Indian drugs as desperate attempts by countries affected
by Indian pharma’, 2013)(FDA and Justice Department Address Drug Quality Concerns’, 2012).

20113 "=+ FDA %7 M. Hamburgt= W=olx F85E 95o]okEe] 80%, ghAlelokEel 40%
7b e=pol A FEa JlebaA, oAl olekRe] FAuETE |es] Sle] Al el ARt B
T S WelE doiMa givkar gl viHamburg, 2011).

ikt A oJekRe] glEe] HE 3kt dAs] Sk Aew yEhuith 201349 6 7
f19s]e] Bratge] mad ojekEe 20100 1667164 20119 17271, 2012 ll= 24471 2.2 2010\
] 78 68%7F S7keFIvH a3 el 919 3], 2013).

2) f2l-l2fe] GMP Mz 2%

TUeA] AlFHE BE ooREe TR AIRZ(eJeEGe] Ak o 9 Han) A1
upe} ojokEe] Alx 9 FEE, I ke Axl whelel] #sto] FelHo R Ashs ARRE AFAk
she} o)of 22 U8 FElHl TojekEe e ohddl #ek 13 o ABER(AEUYA T TFA
) Aoz % [EE 1, [ 2], Ex 3] 59 8 “YokE Alx B F43e] 71%((Good
Manufacturing Practices, GMP)"ell kg E|o] Qlt}. o] vl MeoJeligo] A2 2 $=9)xke] Al
7N, B TSR Al ol A ook T AlxY R FUAe] AlAVIES sk

ol9} e 1AL FFE RISk fIste] Aok TepbH ) Al69Z (Rt 7&’\} %‘), Fo]ok
Qbdell &gk 13 ADHR(e)kEs FHo #AY), ABR(FTA T) R A-IE(Y
el oAste] wid ookl digh Alx B frEel ek HHS AAskaL Sl

vl GMP A3 A 8713, 718 A B A AR EREe] S E =T, 20089
ookt dE] T3 JNAHA (2 oF4], 2008 5. 19) 3xehdaA 7
£ Ak, 718 R A A AAR gk bt =,

e Al A A3 BaE ekal, AN VR g4t B il dis FARAIE AAlse Al
A7E FAqck oleh 22 fAIY AeA BaAles

ojol: F4 # HH AskE fste] AN= 2012&1?43 OJokE HUORAIA AE EQleke] A
714 GMP #7 AAR bt 20129 A oka
S W7t ol 5 Wrlste] S dAE dideR
= FAHA LA 563ko] ti o A wATHE D e, 2013, 5. 30).

Fo] ofdo] A EA EAE AVIE T3l HFHE GMP ZAIR 3 Aadgetel] gk B
£3(2013. 5. )oK GMP =gl thet A A A1S] Bk gl tiste] Zq‘jﬂrﬁlx}* Qe ax A
o] FURFAIE Zslstal than] eokiEel ik FHANE ke Wlolekal T oFd AN,

?1.

Y
m> n
E
32
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2013. 5. 8). F-Eutete] oJokE AUoRAIAIE fls e

é}ﬂ oA 7HA = AAA QL 8 Sa(risk factor)e] A 2 HE WA whedo] w|gek Aol Algh
H 8oz 2000707 i GMP 94A1E 2&4ow #esly] Yares g2 By F

ol Harlo]l Folwrh ggsjr ol9f e 98 84 FA GMP #32 "a FDA, 9=
MHRA % 9 PMDA 5 9JoFF #AI7|FelA Eqistar olown, o ki dad 2 7] +PIC/S)]
Zhel=eRlS FalM e BT AL Akl 2013).

3) ol=2t 7&el QRM M2 sE

lo
12
o
lo
24
BN
o
sl
w
r o)
ch
il
o
=
=
2
k1
rr
=
=
)

2
-
4
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rT’
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Mo
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2
R
ol
w
lo
0
i
%

1
A
Ho
B
ol
fl
Mo
o
ol
k1
I
ol
fl
%2,
Aui
]
v
=
N
iy
lo,
i
)
&

g 9 FTARIAAZ A =
2e] oFo] kel FHe] gaAnks SHAA ARG TS AdAskaL AEA1 F4 e o
3t o7k S8k, v EU 5 AR =s $4102 7]Ee] GMP &9 4 g2a9] Mds
ESlehar lek 3, 2000 25H W=, BEU G Al =S ofokge] Ak vhAl W ofue} det
MNFE 7] BE A& FYste] @] #xelA kRS #T 5 JdE ES vV A
Zpeted, AAZIRE F4 3EsKQuality by Design: QbD), QRM % A|oF AJ~E
System) % ICH Q8, 9, 105 stk QbDSF QRM Al 28l 58 HH 2] 2 7148 7|uko =
ab A Hoe] FAREEA AT FHuE R oldsty V1] Aok ARl
v g3tstel ddstetes Al g el sfejvielelm, SekEe] GMPe #2==9] ds EYste] 1A
w A BN opyet AlEe] ARGACA Y fso] B w7k oekEel A F7(lifecycle)ol
A uHE Zxskal gtk fEvEhs ob4 QbD T Fd glaae] SHoA ookES
23 = = A=Y JAIY FEAAE AsEo] AA ek ot

(Pharmaceutical

u_u

L

H)sr FDAT 2002958 2004xde Ax 21417] ©]°F% cGMP(Pharmaceutical CGMPs for the
21st Century);, & 'I3fste] oJof#o] F4 2 Afs AXNSHIthA7EREY, F2ES(Quality
Assurance)oll &tha 71y A& g3 718 HZH(Risk-based approach), A A2kr|& 7k 2
ofoRE FHIAl Akl A A4 B AY APt Fa% Wolth v FDAE T AFS 7Nk
o2 7% 7ho]ld2(Guidance) & e U AAS FHshst A&H o wkgsie] ﬂv} 53]
23 7|9 HEE oo wkgatal Sl Ao iAol gk GMP HA <A F/]iﬂ 7|Hke.

=

= e giste] Ay 1347ke] AejzA) AnE SAL0R Ase] Fo elaa BRo:

ojf
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Fee ywtow 3 AL F£Yslr] YsiA FDA  Z2Z o] PAT(Process Analytical
Technology) 2%} Team BiologicsE 7/33t] #Hle] Hd 71&& HET & e A7t 152 A
A, wArAlIZsES] JICH) ¢Fe] 1188 FH& Fate] QRME] AIAIAR] 1Al Zshell 9 i
Ark 53] 21417] ek cGMPy AEF 5 Alxet ool A= AAll digk AlF AE7E 4, A
d GMP kel 471 GMP AAke] &9 FDA ZAlell ook Aila Ad 9 F43e] Al=d
(Quality Management System)®] +#, ]2 #] 5o AT JFE FAATH<TH 5>).

oj¢} o] W= 2002FH ofokEe] F4 Tl Slo] Alx(FA)Ik oJokFe] A Fof Bl
o] AeZAb Zofell o]Z774A] ofefrbA] FHelA gl #e] JiEE AAA R =skilal,
ICH®}] 3-8 =39S Fato] A= ook Fdve] o] ek 2= k] Tol g 7to|=akils
o] ¥ 23HEA AAAA Wkl th<2® 6>). ul5 FDAE ICHS] 7hel=eikla Fh54]
¢l Zholdx WS HAagho® &kal 4l ICH QB, Q9, QI0 9] 7ol=aiels AA| ook #&
37 Aab B #elel HAdigk H8ete Wkew st dvk FDA Wi oeRERAAREAS]
CDER(Center for Drug Evaluation and Research) W%-2] 2% SOPSl MAPP <% ‘MAPP 5016.1:
Applying ICH Q8(R2), Q9, and Q10 principles to CMC review'©] L oo|t}. & MAPPoA+= FDA
o] ook AL HA¢l OPS(Office of pharmaceutical science)®] ©19FE: E2 AAAES 935k
ICH Q8(R2), Q9 = Q10 ¢ 4§ €17 2 A 55 AWshal vk

3t vl= FDA2 CRADA(Cooperative research and Developmnet agreements): FDA(OPS, Office
of Pharmaceutical Science) AF9-& &sto]l A9t &&= QbDE=Ye SHgA L glom 2008 =
= A% TEATE QD A8AMIE I3FeaL, 20106l = AlE A R B(GPhA) 9 A1
QbD A-EAMEE Byl ok mEe 2011 FDA AFA|A o2 Al ejekgel] tigh QbD AFAl1ES
AT A= BIEATHEDA, 2011).

2
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Pharmaceutical CGMPs for the 21 Century

s AJlefatgoll HrlE =2 HE S5
s SEES(QA)M O 78 HE
= Risk-based approaches
- HEfel(state-of-art) Al 22| = Z|2F
s O|2FE =& X m= o] 2ok, T2 ZEsh
=7t = ey = - SEmH ==
T (Slr_ﬁulafb’g&*a) (%.JIE_?I E’é‘tﬂlﬂ% @ t,lil‘l\ -=‘E4t_ 5 (Public health
Oricmimtion cience-base! Quality System nt'l cooperation rotection)
FDA T 2F =3 7| = =7 23 7rolgs BEAISE 2 A ICH: Q8 (QbD) &
2 zh 2= 3t k! (FDA L= == =ro
=l Ab CHAE R ZE A PAT Team,

Team Biologics 72

PIC/S ZLel |

_—

Comparability
protocols

ZE A obw Her

| CDER:OMDC=]| CMC

<O8 4> 0122 21401 Q%S CGMP, ('04) Hak X 8

ORA LY 2|2fZ &AL
IHPharmaceutical
Inspectorate) Al 4

Certification
Board
oA F 2R 17
\_

AFE 8 =TI
GMP &4} =

=

M Z= upst
ook Jlofl Mo Halnh K& shabg 9T 2t
o . Quality
ALY st APE AR} Pharmaceutical .
HE =27} 7| A =g Inspectorate 24 Mag;?tir;em Risk Management
]
PAT Team Iﬁg?ﬁﬁfﬂ%g)a Leve iﬁgg{;‘? 2= 7|sto 2

0 i (=R - AIER A} CHAF A
Team Biologics 2 MOU H 2 Certification 2@ MEfEALCH A HE
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0| = FDA ICH

- ICHQ7
— 20004 111 (APIGMP)

Pharmaceutical CGMPs for the 215t Century || 2002~2004

Guidance for Industry

PAT- A Framework for Innovative 20044 93

Pharmaceutical Development, Manufacturing, ==
and Quality Assurance

=112 ICHQ9
2005 112 (Quality Risk Management)
i ICHQ8
20059 119 (Pharmaceutical Development)
Guidance for Industry
Quality Systems Applaathta Pharmaceutical 20064 98 ——ro]
MP Regulation
. ICHQ10
20083 62 (Pharmaceutical quality System)
= om ICHQ 8 (R2)
20091 88 (Pharmaceutical Development)
ICHQ 8, 9, 10 Q&A
[ 20104 122 Q (EMA) Q
Guidance for Industry
Process Validation: General Principles and 201148 18 | ——
Practices
MaPP-CDER
ApplyingICH Q8, Q9, and Q10 Principles to 20114 28—
CMC Review ICHQ 11
(Development and Manufacture of

20114 5

Drug Substances)

<72 6> 0|2 FDASH ICHO| Z& &2k U J0|Setel YUE oItiE
(2) 78 EMA

9 2157 (European Medicines Agency: EMA) 9A] v]= FDAS} A A5+ A1Z317]++ICH)

£ Fotol QRM & A E& 2ok Zhel=els wzkete] Ao R o $dstal vk 539
4 EMAS] 79 ICH Q8, 9, 109] $4 7Hd<Ql QbD, QRM 3 FHA|=8 5of dejs A o
F Al Wkl flste] Aitepd® HEvFER AdE RS PAT ®©S 2935k 9tk PAT
22 ICH Q Algl= A3 e #ofstar, #a oA 2 dAETe] vEYAE sk 39 EU
A% 71 Sl QbD 9] ds =dskal Stk

E3] 0119HE = 212k (New Drug Application: NDA) A] QbD 7ido] =dd 4% o153t =

o) InlE Hxslelr] 915t FDASH EMAZE 3502 HES F11817] A&t 97 7Fsst
W 22 A7)l W=t EUCl A5 ot s Sefsha glrk
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FraS 2008 FrHAFES|(EFPIA)E Aldstel QbD A& olokEel s7MAR{ A A
(Pharmaceutical Development Case Study: ACE Tablet)S ¥zbslgion, 2008d%-El+= EMA W
QbD At Z22S FAsle] &9 Folth dEE 2000 FAHYMHLW)] A|¥ez QbD A4 o<k
% Aldl(Application form for Sakura Tablet) S ¥7F= 5 QbD, QRMS 2 =92 ¢3] 34 A
= AlEstar vk

V. AT7ZH H 2

Tulel]l GMP7} =91 #] 200 de] Al dAjellie ‘ofglo] g sjAXEA elEAk 5 A 74
ol oA EAKe] wAYstal ok o9} e GMPe] dHAE Hesy] 1% QbD, QRM 5 Al
22 7ol 200395 W=, EU & AoRAZ=S SR st dSol® B8kl ofd % =
oM 2AH R =oxa Hal A &2 dsfolrh webd & A U TR Alx
2 Fd3E] 71=GMP), ([Ex 1D¥ J?ﬂr‘?ii’l TS 2l=a wee] BN duran of=e
Aol Ak gl W83} Hlaste] A8k el QRME =9

U g8 TR, TeoREs kel #ek 1, T W, FEE B A T 8 O,
GMP 38X (5707), 7tel=ei]l B bl 1771 5 & 22705 e s FAekslth =9 Aldl=s
SeuhEt b Alop|ES AT sl vwst 54, aea v 2R o wAvas F
=7t Aok 37t FRta I Al Al 231 o] (International Conference of Harmonization, ICH)
9] Jlel=gkel F ICH Q8(Pharmaceutical Development), Q9(Quality Risk Management),
Q10(Pharmaceutical Quality System)& #4] QAo = a9t

n=o] AL Code of Federal Register(CFR), FDA 27t 7lol=gl¢ls Huslada, -y A%
EU DirectivesE H|5ste], EMAZF 3He 7ol =ahlS Fharsteieh 718k e ol w3k Alss
A 7B EHoR|(AE o okEetd A wwwmfds.gokr; Pl=r FDA: wwwfdagov; % EMA:

www.ema.europa.ey; ICH: www.ich.org; PIC/S: www.picscheme.org)Z ©]-83+91t}

-
=,
X
rir

<# 7> 3 GMP 28 #E

gs 7= SN

1 AN (2013.8.13, BE RI120745)

2 QI9E S QM| 245 772/(2013.3.23, F2lE HMI10223)

3 gt IAFSY MZEY, U2 AEIIE (20 3.3.23, (iS¥Y H244793)

4 QUAFEY xR o AEIIEE AEHZ(2013.3.23, 2@ HM10223)
5 QAE S Leltlold AAI0 28t ﬂ§(2018.4.5, AOFH DAl H2013-1163)
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<H 7> 32U GMP 2@ RE(AHIS)

T ZNY
HIZEXIEH S geldiold Z2E2(20094)
HIEL2IH0IE T2 EZ(2009E)

OIUHEMAA AIEIIE(RE,EH]) CHIA(2010H)
SR MM HMZEXIE oHHA(20104)
UALOIAE HESE 22| CHAA(2010H)
OZ2ENIIA HASE 22| OHIA(2010H)
HHERAEIL L TEEA J101=2H1(2010)

M7 SEH(SMF) 2A0HH(2010H)

OI%E MGMP GH&EA(5IHE)(2011H)

SR MM 22l CHHA(2011H)

R Y HNIZH MAE22] CHAA(2011H)
UEAM-22HH S 22 OHHA(2011H)

2 AXHHSH 22l(Vendor Audit) IH01=(2011H)
OOHEH =018 =51 2FXIE(2011H)

HYZ2A S8 00=ZZ MM HMZ Jt01=2101(20124)
ZEESH AIAE JI0IE21R1(20124)

OotE M0 AN HelZAKLS] 018 JI01=2l(2012)

rE
foh

OO0

OO NOO AW —|O

N
(«)

NN

NS}
N

V. e
1. =h-2(o] 2l2kE QRM AT B|W 24

=] ookE GMP 752 194 3} o] =3t EU & AleRd=e] GMP Al=s d8 Al
nhoh wekstol el [ 1] olokE Alx 2 54 ] 7IE(GMP)e] H T 20080 o] Foid
7P o] it /i e® GMP A=) o7 W8-S Hekste] P44 s A Hih

Sl GMP e Teprpb, | TejoREse] okl et rE | TefokEEe Ay ¥ Y
e A7IER ) R TER ABrE, Sol e, of el GMP dAA, Ztol=al]l, A 5o
Fejz Wstel= AlepdI=Ee] GMPel diske] tixistal itk

[ 119 BE FHoA ‘gaa's dEE HAE] A o A IS

=
T
& 719 B @50l SloiM st 2ol el o = AAE AAStaL itk S, 7.3 A%

rT’
1o,
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A Study on the Status of Pharmaceutical Quality Management System
in the Persepctive of Recall Issue of Children’s Antipyretic Oral Suspension and Introducing

Advanced Management Model in Korea

Jeong Yeon Kim, Kyeng Hee Kwon

Despite progresses since the Korea GMP in 1994, there still appears deficiencies such as the
recent recall issue of children’s antipyretic oral suspension. To overcome this limitation, those
countries like US have introduces Quality by Design and Quality Risk Management, which Korea
needs to adopt yet. This study compared the GMP and the relevant regulations of Korea with
those of US, EU and ICH. The result suggests as follows; first, strategy for establishing
infrastructure for QbD and QRM, Second, draft GMP revision to adopt risk management. Third,
draft approval regulation for QbD/QRM products, Fourth, the need for introducing risk—based
approach, fifth, industry’s early adoption of QbD/QRM.

Key words: quality by design, quality risk management, GMP



