ERHEFEFE622004%
TR 284 6 A 228

EMEFREEEER () EHEEERE &

BT REAESRERSSRABEAREE

n 57

.' THEES

mean@%Eﬁ%@ﬁﬁ%&khﬁ@#é%mﬁﬂmsmr

MDSAP Pilot DIRZERERDOBRITHZANICDOWTIE, F284E 6 B 22 T35 BT
0622%3F - EAMEHR062 281 BEANHUEE - LEHLREREYE - K
EWNREMERVEEFHEEE - EEHEREFRSRETHYEEAED MDSAP
Pilot DIAERERDORITHZANIZDONT) (uT MRiTEm WS, ) IZ&b., ;REh

TWET,

S, MIITBURANER BEFESBEEME (LT PMAI EW1S.) 12817 BMDSAP
Pilot OREMREREAMA L -WSEAERERF LT, MSAPRIA®E EnS.) b
o TORMBBHIDOWTTROEBOEDZZEELELE. DWTH. Zhb0iE
AIZDWT, ABREAZESED. BEETREHERFTESINL, AAnEEK
SHBAOBEYWELET,

BB, FEADEL 285N ABEERERVERMERERSILR BRI HBEG®S
REBHEHETEMTSIEELTVET. FETRIZDOVTIR. —BEAEANAELERKR
BBREREASRE, HAUEFAGEASEE, —REBEAAEERRELRGSS
B, —BEIEEAKEERES - WLESSE. BMNESXAGAERBBERLER
B BRMED X AGRMERRERES - ¥ (BN2H) ZELAZEERTBASELT
WET, ‘

E(

1. OMS ESHRERFEEITIICHE VIR TREZNIOVTIE, PMA F—LR—D
(https://www. pmda. go. jp/review-services/gmp-qms-gctp/qms/0003. html. TQMS #E&
HREDOBHEIC Y > TIRHTREFEHIDOWT) (BRHRER : BRI E3A4

) JIZBWTRLTWBEZBTHBA MDSAP Pilot icBiF 2 WEHRER CLF.
MDSAP #R&#) &\Wi.) ZFAT MR (RS OWTIE UFITRTHE
Bl2RNT5ZETELXARNT &,

(1) FHREEHRERFICHzo TIRETREEE
QO ZEH/BFEFEOHED-DICRBTZER
AOTEADELD 2 (2) Xt (3) ITRENS MDSAP 5%
@ TWMHEO-DICRHETIEER

’%iﬁuulﬁﬁ‘ﬁg
g §§§m@
”‘"" UU@ :~_-
=N

Hﬂ

NSS!

HREEZEORE (XL, %Jﬁﬂ&;u%%#%ﬁ%&ﬁ'ﬁﬂ)imﬁiﬁiéﬁ@L%‘

BLTWSZLHRBTESHE. YUBRORIZELRWN,)




(2) EHELHRERHIC b > TRETREEH
D EH/BEREOHEDIDITRET 2R
RFBEHAORDO 2 (2) Xt (3) ITRENS MDSAP BEHS
@ BEAEORDICEHT T8
7. BSEEEOEE (XL, BERBEEIRERUETOMMEES L EY)
REELTWSZ AR TESEE. YRERORBEELRN,)
1. EYBREHESEER L TWAERBRICH> Tk, RELOREDE X
Mo RBCEEZVIE AR EERTER

2. BHEI N MDSAP BEZZIZBVWTHENTONTWREWEEREAND 3 LB SN
B UBFHIIMNSERZEBMTROZZENHZ T E, HIZARME OEREEN
HREINTHANEAR. UToBENORIHERDBZ &,

7. XEERICET B EE |
1. EERFEEEENOFLRAFHOHEBIZZR S FIEHES
. BERULEHSE DRO R B

3. BLERGEREE W T/ E RS R b SR S e ) AR SRS 15 U T MDSAP $Rés &I/ L
ZWEEE. ECEWwgbEsZ &,

(F& 8 %)

mEEEE (TEL : 03-3506-9446. FAX : 03-3506-9465)
FEATHTH5NE - RGBSR ER
RHBERHCET 2R : ERISRAEETER



