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- Related Document No. (R Al M5, Data, Picture(™/Z) S

ey = |
ST

-Fax& 3 S5 5

9/31



2. USFDA 58 A\ 2= 2 B
GETD GETD GEETD

B Document traceable - Software

e
. 2N/

Cx/an
«»

B God2l0li= Ol
W EAMSALIN AKX &

HVAC A|IA"l 2 X/23

g2AAY 1X/29

XN e HETE S0P

= - -_—O

CAPA (=38/2 & XX

AT 2AM / Frequen

O AT OHXl 22
— Show Me!

Cy

(=)
=
A

HETIS 2HN/FIIN HE

axl =0

(=)
3\":

\
ull

{

nXl @S 91 o5
Sanitization 1t

Mix-up Xl AlAE

22 SOP ZTH 015
2t Zatol gAY
JIE 2 AKXl 2

W Design - Hardware
X =5t size / capacity

MFot jIA 2 QX B4

Inventory system
(log @ &Hl X10] 015%)

H=2 &3 =& JIsd

SOP2} & Xl &+ 2l 10l

AH
a

S Xt X X 8

Ml QC resultg 2=LCt.

M If Design/system good,
no Problem!

H SOPE 2X| =Lt

10/ 31



} 2. US FDA =2 AAL B2 2 BAl _oxmys as

| Quality "I}

Training

o XIS YEOHD =Tk

- =
< Quality Unito| 21N H|E
& X ZEBH/H=SE Responsibility S04
— Job description (detail/ £IHAl S)at & H|

< QC analyst0ll LH® Qualification Program 2= &
- 0 &d=Xt WoYolE Hx
& QA QIRI0| THH/%E &tH

- M2X IS =3, ¥ 52 S

4 Annual Plan0fl E wK/Z8 AAH 25
- 0l It & ulKS AHM 2OLOF...
SOP JHE0l [HE AIM ulg HE X 7%,
# Training 0fl IE 215 50 A|AH

11/31



" A
} 2. US FDA =8 AAI SIS 2 TA! _cap

m  “Correction” refers to repair, rework, or adjustment and

relates to the disposition of an existing nonconformi
= “Corrective action[’]’ relates to thg eslimi?'lation of v = CAPA A|AH] HE
the causes of nonconformity - Deviation (2 &
= “Preventive action” — to eliminate the cause — Out of Spec|f|cat|0n | B X5t
of a potential non-conformity or other undesirable — AHIX 2
situation in order to prevent occurrence  [ISO 8402] R L
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= CAPA AIAHl Key points

- 2MOE Lo XY
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Records (10%) - N2l €A (7]18h

Production & CAPA (30%) ) o
Process Control (20% — investigation approach
(2&H 20 0HE T24)

Management (40%)

~ CAPA (Corrective And Preventive Action)

Reference : FDA MIOILH2005), XI2 US FDA X|& HIT 12/ 31
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4) 89t/ 4= / recall
- MHMIA 2l Procedure % Role & Responsibility

— simulation % (recall S)
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— 2| procedure (YIS/A1J1/responsibility S)
- Scope I-II-IA‘I
: Change hIStOI‘V
: Raw materials
: Process deviation and investigation
: In-process test results
: Quality of final product
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e =
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7] Computerized system
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= w2 MISEAtion
- 2520 2UHE FI| M
- HEoH XX M X&HO J|IE
Ol EF HEAH
=2 =20

Trend A1

JIE M™INHO BEE

: BSE2M0 2HOIXI &S

HS0 S8 1doHl %3

It ZUHE2 EFE

S ZXlel Y 0IE

|
i .Iﬁ

HXE™ = PUHE Ol
SHASHDLHE X MY
I:l:= _I_|I| :I:I:A' I—EI-
ZUHE datag Hx3H
HEQ HAAIIIX %S
U ZAE S| OIS
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- Q5] 2 M= HJ]10] SOPTF MA S (AHMl, FHIZD)
— SOPQt &lHIC| XIO] [ 2ted S22/ HAI/J|5F et )
- Hat A 29 2 Retest Policy & 2AH

=olg WOl Yol Eal/7e

)] 719, HOl/SXSt HE B

- AT/ AN WHANO @ WX AIAH
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- Inventory©] S x|
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A XEO{ X} B XEO{ X}
e 190

N A
( \ ( \

XpOI Xt My WHET / 2XT| HHXI
(& Al approach)
— Cross contamination
1NHEE SM/AE EM 1S @9 risk I (HIS/32H)
2) 2019 HHXl & SH0l it met (=)
- A% HuE S8 wXl @9 risk met
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QC Lab
- H=F : History, E=E calibration/S4 24, Inventory & 2 1|
-WHE HEEO| HIX/MHEA| test 25/t I|E SF
CMAE/EIEX R Y B=ESE HAIO= S0P S
- A2 i X| /2, J1J| SA9| Data © & Back up
— A Al ad] & 2t (K218 HAl S)
- instrument calibration program & &A| MM S

Test Method & Validation
- Release, IPC & ValidationOfl AHEXl= AIRE MBH/AHA - data M5
-85 JIE2 48 2 A, Bt
— RobustnessOl Uigt It
- Sample?| =H| 11O HEY
- MVZ 112l SOPOiIel M E

b P b

- Protocol & report

- 27| ¥ g &d|(chamber, 25k &d] S)
00S

- #4 0IZ(00S)0ll TSt Ml Xl =9}

- HHAIEXL 85 = I X I EE A BIHELUM S

21/ 31



" A
} 2. US FDA =9 AIAI SH= 2 BAl _yznm

n 25T H
- 2t ™ £ requirement / H& XAH =%
- 2/&T 2TUHZ activity
- ZATLHE (MM 94Xl Boof Test) / VIS & © & / calibration / Back up
- 2} XA S 25T Md| SOP ( Action/alert level) vs. & H
- E Al X 2 ZAHEE)
= Filter &
< Pre & Medium Filter < HEPA Filter
- 2| SoP - &l S0P
— Daily MY == 208 - Daily,=/&82t 84
e E I =5} ] = - F)I1H Test =8 X JIF
- &H 82 38 AL, I2/48 S 22 (0.36~054 m/s), 22
: Blower 242, XS S particle (0.5 & 5 um)
- wWHIFI| AE1IIS 2 6IHE /0|2 leak test

- Emergency program
- WAl I 438 / uHl F Test
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Xier e

: Cross Contamination 05 check [ Room 2t =% 22X S H|ul)
: KHed e SOP — & XAl AX| 015
- Zt room 2t XI J1=0] ™ X 2 H (S Grade , TE Grade 20
. alert / action limit &3 , 0|& Al XA ES
- SO} A A XA
- HE9A (FY, =38
- A, 2 ANAH HS

J| E}
& 25 Distribution 2UEH
- M &1/ #1 S Routinelt Test Z1} A10] 2X| {5
X3/ XA, AX] HAXIe 2H
& Breakdown/Emergency program 8% : s / TiJls &l

4 Duct Leak / Cleaning & &
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— HIZEXI#

. -NaCI TK
Raw Water Storage TK Storage TK Dual. Media Cgrbon 1.0ﬂm
Filter Filter Filter

Water Softener

Water Softener

UV Sterilizer

Softened water TK

\

Purified water 0.2 m uv
K Filter

Sterilizer

- validation - Phase I~Illl - ™@J} Z1} ¥ 2=
— alert / action limit &8 2H, 0|2 Al ZAl 3

- Control & Maintenance procedure , 7IZ - Sanitization program (MZX| control gt )
- Routine Monitoring

- A% 2AM Sampling F=71/94, investigation & CAPA, & S &

éHI [E%‘ Argt I3t & Dead leg S
(EX) Steam / Gas &
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Process/HIES =cf#

&1/

i 2 odxyafiwaioc/a
Documentation !l i) 258E TS ]

Qualification / Training

l

xtolel
o Raw Material
=S Equipment

A

Rationale / Criteria /Detail Descript

Qualification / Vendor / Control
2=/ HVAC/ Environment Monitoring

ion / Method
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HE HdE IS Test 21} S Trend, Deviation (HIE FE3H .
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H e 0 | Validation Policy (7IlH &
[ | o o 01

Validation Z119| 4t

Validation 2 (VMP, Protocol vs Report)
20|
B2 ALt Annual Master Plan 29I

\/

130l thet L, 838 =5

\
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Documented evidence!!
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Equipment and Facility Qualification
=8 JJI Qualification (501 & && J[JN)0 tHS LM X =0
- MAE J|EQ MAEM Y AE T=9| et A
Calibration — Annual Master plan, 2= X FI|dH 2H S
- XS (A M T
Maintenance - Planned Preventative
Detail Cleaning Validation — Method Validation, sampling 4}t
Change control — revalidation 015
Annual Validation master Plan
FX/ME - Log book

Critical Processing Parameters & StepOil CH®t J|H
Scientific basis, M0l tHOH & Ot=)I?
Critical Parameter©] MA 3! 2] O
Z} Step?l description : A2 JIUOI=01? - ™ 25
In-Process Control : &A™ 2H, range
MEY SH/HAUO| HAM
Time Limit / Holding time — Stability @3
CEE ZE0 MEM E
ChangeE HE g8t Routine control0fl S Y S
AAIZIO] 3™ T 2 &AM, U HE
Method Validation — IPC &t

H
~
Bl
19
42
|l
0
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Cleaning
1) inspector®] & point : Product?t &

Ol= 2= HEO0I CVa S0l £S5l FA=I

Jpt

ZHI9 X - 0] U= 21X = MAEHSIL
B9 AH - microscopicOtHl HE™ MIZ/0I1=2 HIAH 21
THE - MiAEO MATNO A0= THE

MEYY 25, MUY, rinse W, A2t

MA 2 Ha gt _ [ M20] 8|12t SH
MZEH - X2 SH0] OLX A 10|

_TTO - | Lo

QN _ 25 ys KIS

2] A& Method?l H35, JIE2 &3 2H, &= H& HEY, Routine o] B o5

02

« DeviationQ|] &HAHGIH D

linspector AXI)

Validation =% = deviationS SHAr ShAist 2~ QUL
2Lt justificationAlZ! =2lQt I} &9l H1A I} BLR.
O Q8 A2 XAl rulelll gt ©119} Xd| +==2l.
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Validation &M 28HA Observation (& 1l)

® HZEIX| %2 25 =1
©® Master plan (Protocol 80| S HU S&4A
® Validation report7t 3A9] validityE S0t AKXl &0t
® ValidationE =%0ol= =2 X9l Qualification0l £=
® Report® ZE0| data= 5 E AOZ! 20| oL
= %t parameterJt set-up &0 /XXl SCt PVOIA] set up?
® DeviationOfl tHSt ZAD} QiCt. S AMOILCE AL Z=XIJt QAL
® Cleaning Xl &= St =XH0I0 CVII S & 0BtL.
® AN HBEIX| 252 ZHIE 0|201AULCL
® CalibrationTl Xl 22 MAE AIZ20IL.
@ ValidationAl SOPJ} OFHATIO UXI L AUALE
@ Validation® 2l nf HxHO| SOPJ L XI0HX]| S=LL.
® Holding stepOl =XH0IL validationEl Xl &
® 2} Step™ Time limitOl SALCL.
® Cleaning X1 AIZt0] A™EEI0] UKl %S
e ZH S EMUIT 0|8
® HZSLIX| %2 Method E H™J}
©® PVOIIAI H=01XI &2 IPCO Routine A8 AH)j|o] MA
® SHA/nIstA X2lEXl % Data
® MMIAHILI ST (HEO0 oIt 2H)
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cGMPs at a Glance

SIOPUBA, H

UOERIEA,

Buues | —c_l
AmgErs E
Subijeapsads : ,E_r

Bundaeny plooay —

483 Observations Reported in 2006

Bunopuciy
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200
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o =0 =T o

160
160
140
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100

Adapted from BioQuality Volumn 11, December 2006
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