PHARM TECH JAPAN ONLINE WEBTZ =7 —

*
-:0:.

=’ Agatha [H#EREE

WEEHMEIRICHITS
Data IntegrityXJi:

—AgathalC LT —F TR MR DE K —

ki 2023406H
PHUKRASHT

https://www.agathalife.com/

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential


https://www.agathalife.com/

Agenda

01 =ullE

02 Date Integrity(CDUL\T

03 WESHERCHITD
Date IntegrityXJe> X7 ADEESF

04 F&b XRXFTLMMEDBRDNA >

ats
et
-==v Agatha
Copyright 2023 Agatha Inc. / Agatha Inc. ConfidEdaldE]



ate
l.’..

w52 Agatha

P Y DfEds

Aspirations for good health and life

R b D N4 DffEeCh I NEDT-DIC
G BEbhRTEBLCL

FROEARDFHIZEN,
HARDEE. b, #ifi. EEMER—LELSNS.
s D ERRUBNBHDOP D EICEIUE T,

HFRPOHAFHLBIN S FrUVVEBREPENBIL SN D{LHEH - BEZIED.

HARDFAMEZRE(C LD T,
HRFRDANLZ DRI ANECEBUE T,

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential



aty
sgbgn

‘ A w52 Agatha
= Zan 2yl

14 7okt
5% 2015810A2H
= % 829300 KhH(EAREEZT2D)

ERRRR O o OMO @D @ |pouwtesia
K=& REREFEERE WMETEE

E L b EE - EESBOXECITOCRAZERIZI VT UI—2 3> ROTSD RY—-EXDRK - ER
At RREHPRX HAERE]7-1 Kabuto One 9% WeWork

i3 ISR, PAUS
URL https://agathalife.com

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential


http://www.agathalife.com/

iRt —EX [Agathal

FHOHTRL

BERET—IAN—2

th

TAS—HE B GMP Records B test B Al BAERE B bit:
FERLE 2020/04/1 ERRE 202

fEREE /04113 {EHH 2022/03/08 #ERRE 2022/03/08 fERiE 2
e e it i ] FEE A

| B mt:zmEss 283

B8 bt &FEls

R GMP Records TAHRYT

test

L Ea1— FIEE#2 GMP Records SHEER - 78

3]

] al.agathaconnect.com

EE 2B/ YT

3]

PHY kAR

gk
]
me
S
Ny
N

R:B RRBES GMP Records

3]

L E1— 003%55EMRE. TEST_Arimoto

n
H
r

il
&
&
o

3]

A A X 22

*rels Ag atha ..

& GMP Records

E 2020/04/13
Mm%

TR .« [EEEEREFRMITICEME LT,
ZEDEMR I (C EERLB] 5B
=R YE AR MNEEIXFTATT,

’ [ " [ " L " ] " 0
" ’ r " " " " " . - . .
" [ r " " " " " " " " " "
[ " o " u LR R . - . ®
» [ » L] ]
[ I " | l | A » A /

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential

N1924

LEa— Fmms2
GMP Records

d
f
|
|
|
r
i
‘ ‘ ‘
| ‘

iR R/ — N Yo7
GMP Records




. - 415 Agatha
AgathaOZHIA>S—>

ARFEAFRE~BE~REROBRFRH CTHRAWVWEIEWTEDXT

_—
l”"’ '
B
L —X 4

—

ERPRBFRRE (CHIT S ERRISER U, QA/QCEFITHOZHIAZ(ZU &,
EEmBFEREREROZFIA FEMNLPTRELRTOZFIA

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential



-:::.
w52 Agatha

AgathadDS5EEEI> I b

EEmMMUERESEOMFTHFETE - RiE - R OTCATEUDHEWSIENE L EDERZTERIEL.
KEDEEHEARBEOALICEIRT SIS F—EX

3haAUEDISIC
CHIRWEZWTEDET

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential



Agenda

01 =HH=

02 Date IntegritylCDWT

03 WESHERCHITD
Date IntegrityXJe> X7 ADEESF

04 F&b XRXFTLMMEDBRDNA >

ats
et
-==v Agatha
Copyright 2023 Agatha Inc. / Agatha Inc. ConfidEdaldE]



Date Integrity& (3

[T—552%E] EEBREND.

F5GA IUA T AZERICBEBVWTCTEIFE(CEHRINTLBAMZTI,

T, HEMNSEDIICET IEHREBIENEINL TLEITH,
[ZEN | (CT—INTETHDEAURIITNERSIRLZS,
[ BT — I NDAREPRA] OHIERST
[E1—V>IS—PRIEOARREFICEKD
FUTUEOESHN &, BRINEREBSENET,

-:::n
=9 Agatha

£ 2023 Agatha Inc. / Agatha Inc. Confidential



-:3:.
W4’ Agatha

Date Integrity({aEEH

RIEHECR

EEmOZ2EPmBZFRIALT DD
DI’etER UIZEIE - RN RSO SN TNET,

10
wyright 2023 Agatha Inc. / Agatha Inc. Confidential



ate
l.’..

- ‘i ANgatha
‘ Date Integrity—&EDH1 RS51 >
HRZEDORAL AR - RAENDICEAT A HAY R ZRHE U THEDET,
HAG2014FE(CPIC/SICINEE L EEHD.
EIFENRMREBICEDWNET =1 T VT WRHKROSNTWLET,
\'[[gl:0A88 GMP Data Integrity Definition and Guidance for Industry 201553 A

FDA Data Integrity and Compliance With CGMP Guidance for Industry 201648

V|3 37"88 GxPDate Integrity Definition and Guidance for Industry 2016E7H

Technical Report series 996 Annex 5 Guidance on Good data

and Record Management Practice 201657H

Good Practice for Data Management and Integrity
in Regulate GMP/GDP Enviroments

PIC/S

2016F8H

11
Copyright 2023 Agatha Inc. / Agatha Inc. Confidential



12

Date Integrity—elIEGMP&S
2021 F8HDOGMPERGEIETCIIDIICEAIT IEREEASICHE NI U,

$8Rk (FIREF) B21H : #isk

RSEES (. EERNGFREERUTFIEE (FIEESF) MU(C
CDE(CHET DECERIC DL\ TEDERIEZ G (CHER T D728, \
SB20RB2IBRS (CIBIT DFEBDITACH I FEZ, XEICKDEDRINUIRSA,

$205% (XERUVERHOER) 5218 : s

REFEEFL, FIBESKUVCDE(CHET DLERCDOVNT. H5HMUSHIEEUZAIC,
SB8RFEJAICRET DXEICEDE, RICHBIFBEFZITOERTNERSR0N.

(ERROMREE T R EFIRBSUGCRBICRBENIRNES, BENCERTZI L,
(e SN FIRBSEROTRNERLAS ChdLD, MENCERTH L.
HDFIEEE R UEONS EDAEENRNES, WEHICEET ST L,

TORAZFRAL., REDZIEEENUTHiEEZ D&,
TOMFIREF MO ERDERITZ R T DIH(CBRIRZET
. HIRSOEBICHDEFREIFRL. CNZREIDI L.

FEH BT

N
P

’ Agatha

ALCOA+([cRIDZ
XEEHEH
ROENTLD

FIEEFE U S (FEER(CREN' D D ILIHEXEZTDOAF (CAEHESE U < [IARBELESMAUEHEICHNTE,

Copyright 2023 Agatha Inc. / Agatha Inc. Confidential



13

ats
I.’..

=9 Agatha
ALCOA-CCEAIRAI & (X

DICEEHL T DTz,
[ALCOA-CCEAIRRI] [CHIGUIZT—H THIDIENRDODONFET,

Data Integrity & (& ? (FroADES)

For the purposes of this guidance, data integrity refers to the completeness, 72 consistency,
and accuracy of data. Complete, consistent,

and accurate data should 73 be attributable, legible, contemporaneously recorded,

original or a true copy, and 74 accurate (ALCOA) Data Integrity and Compliance With CGMP

Guidance for Industry
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5.1.2

The data lifecycle refers to how data is generated, processed, reported, checked, used for decision-making,
stored and finally discarded at the end of the retention period. Data relating to a product or process may
cross various boundaries within the lifecycle. This may include data transfer between paper-based and
computerised systems, or between different organisational boundaries; both internal (e.g. between
production, QC and QA) and external (e.g. between service providers or contract givers and acceptors).
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