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QMS#4  Quality Management System
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VP&4% Good Vigilance Practice

E&Em. EEBNm. AUV ERESRORERTERETLEEOEAEICET
584 (FR16%FE9A22H EX£%5@EHE5E1355)

Zﬁ%ﬁw%ﬁ%%%w?ﬂt%wagﬁw—otLT%@ﬁﬁw%nTu

ED

s E&J.,%%tat R RFICLIGBEVRET I ETINDHBIEFECEED

%t- L7-5E. HERGRZEEEZHEIEICETLETINIELE S UL,
é"ﬁ"iﬂ'liﬂid)llﬂ% PRE

- RLEFRIBEDILE - EhE

- ZEPMIFEAD BRI

Proprietary and confidential — do not distribute Copyright 2020 Premo Partners, Inc. All rights reserved 11



T HT-HANEH

—_— QMS —_ _——— GVP ——
/// _[ } \\ /// ( i_ \\\
, { EHWEEE j] y |
| | |

|
| EE B |: |
|
| I
| {: SHEEE _} H |
| ! I
: B it |
L Ib oh: G
| EEEE I -| I%E-%’ﬁ |
| | |
| [ EnauznEsmcs | BeEHELE j
\ (QMS) /\ (GVP) /
\N SN s

Proprietary and confidential — do not distribute

Copyright 2020 Premo Partners, Inc.  All rights reserved

12



*“*

7]

Proprietary and confidential — do not distribute

Copyright 2020 Premo Partners, Inc.

All rights reserved

13



ERMEERY RS L TABREHT

& iR D ELE IR ST e
DEHRTSv K EEEISRERTTE

QBN EA M

% % as D R TR 7

E R T e S

E ke DBIE « BE

ik an D ElA AR 5T E5 v T TERE 3

Proprietary and confidential — do not distribute Copyright 2020 Premo Partners, Inc. All rights reserve d



RmDiiiN & BKS 3 EFF D 2HE&

=

#

Proprietary and confidential — do not distribute

Sk ERE S
miGIcH TS
LEEEES

HEHIEZ R >
,-L,/\A—A—IE

e

[s[ug=1 E.EE

TR IS

Copyright 2020 Premo Partners, Inc.  All rights reserved

AR5t - BE53

#A

(E2EES

RmDiih

ARG &

15



AR— Ty TEEHNRIGT R EEFANIATH ?

AZ— b7y 7EEDN. AROEDIRICEFEEZLO2DHICL S,
REtEELFH B DL S, REF GREH) ZE#EL THEIAXL,

Bt

F1=331IT
ZFDMDET-
58ETE

W

ERIZBITS
15§ 3 10
RE

Proprietary and confidential — do not distribute

ERME | —IRERRES

(H LAY (U5AX1)

Copyright 2020 Premo Partners, Inc.

BEI0T5 4

BI04 5 A
D iC SR IE (R

16



EREmMEBREEREFEICEITS EREERD

Ef=ﬁI * EII Hﬂ%

xR -E5%
(IR5EXF)

Proprietary and confidential — do not distribute

SERSFEEERES

FNESH ARl - RS
—IREFE LR B oREEERESRRERTCET A
TEERKLS B REERESREOERICET A
= EEEHERMS B REERESREERT TR A
E A E RIERB X
XpZ& (EZEESE]

—IREREER (FRE)
FEERMEES e EFE
BEEHERESBLD B o 2 2=t T

Copyright 2020 Premo Partners, Inc.

17



Feo

EREEEEHEL TWC AT, RUICEZABZINREZL

o HWmRARD I MR, SQMSES (FiiE) ICEICARHQMSEEZ1TS
® ZDFEEICL > THRALITONEEREHRT —% - ERFL2ER - RET DI &K
o HOZMARICL THL GRFTDHD, HAILTHITIDOHD, REXTAHLTTSDD)

Proprietary and confidential — do not distribute Copyright 2020 Premo Partners, Inc. All rights reserved

18



J AH

GLP : Good Laboratory Practice (FEEGRRBRERDELE)
JERGPREAER ICH W T, ABRBRCHRT) D&E - H2n. HE - BE. BE - FE - FEED., Eer>@BYITHB I %E
Rif4 2 [BERABRMEEH(EE)]  GLPEAURAETOEMIZILITOPDFEE,

( https://www.pmda.go.ip/files/000233442.pdf)

GCP : Good Clinical Practice (BaRRERERDELE)

ERSE L L CARERI LD CABLEATRR (AR PEXROTRECERE, BFHES 30 BELR
BB (WERAHEARR) £ RIET 20, ARKES, DREREES L CRHIETT 5LE

GVP : Good Vigilance Practice (BIERFGERETLSETHDEME)

SUERGER AT (PMS) T, EE#EEZEERT LRI, Z2BEBERZINE - 857 L. nEALREHREEZ
BLDTOITWEBEIL—ILDOEBEZEKRTDHHD,

Proprietary and confidential — do not distribute Copyright 2020 Premo Partners, Inc.  All rights reserved


https://www.pmda.go.jp/files/000233442.pdf

Proprietary and confidential — do not distribute

Copyright 2020 Premo Partners, Inc.

All rights reserved

20



