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O BERTEEE. ERAMEFEFLOMROEICHTLIEN [HH O—2]

Quality Agreement (ZE/Zf5 S H*ERD)

This agreement is entered into by XXX Inc. a manufacturer, and XXX Japan, a Marketing
Authorization Holder (hereinafter MAH).

FERE(E, HEEEFETHINN Inctts, HERTEETHENNAX (LIT. MHELS)
& DETHERE SN B,

Manufacturer:
XXX Inc. (FsridéE#t5)
Contact Person: Name:
(Address)
Title:

Marketing Authorization Holder: — (%) . ZE&ERTFEE FIMH & FqE
XXX Japan Co., Ltd. (HE&HxE£Z5)
1-2-3 YYY-machi, zz-ku, Tokyo, 100-0000, Japan
Contact Person: Name:
Title:

Scope (EFE#HE) v 7 v vt

Regulation of Pharmaceutical Affairs Law. ZiE&DZFE L. EFEAMITHE FI6XDEA-E I,
SREFEZFTEIZH > TUTDE SIS+« « -

Quality System (BEZXF4) =« = = -

References: ( 5|/FRIZZZXEZE) . » Japanese Pharmaceutical Affairs Law - - -.
Shonin Conformance (RZBEHNZEELD—F - ZE) -« =« « « =

Verification of Compliance (2> 754 7> X D#EE)

Cettificate (#—74 74— F)

Technical Conditions  (B#ig9E#) = = = =

Packaqging and Shipping (BZRU&Hx) - - - -

Change Control (ZZEEHE)

Complaint Handling  (Z1&DH#k( ")

Global Adverse Event and Malfunction Reporting ( 2'0—/ )Lz 5ItEA & T E S #HE)

Field Corrective Action and other notifications (B4R - #EZ 15 TDEIEMIEF D DEEIEF)
Sub Process Site  ($};ZTFEEDPY T 7O I DERFLY)  + = - -

Additional Provisions (iGE%1E #3H) - = - -

Periodic Review (E#i#y%a L E2—)

15



(FLEH EHO—2#&)

The parties agree to the contents of this agreement and the requirements implied
therein as indicated by the signatures below.
HEEZFUTDEEZEEL 2T, FRREDABL S ULXRAETED BEMHICEET S,

Manufacturer Name #i&£&F%Z: +« « « -

Attachment : Applicable Plant List

Quality Management ZERSEFE: Signature: = - - -
Date: - - - -
Name: =« = - -«
Title:
Regulatory Management EZRSEMFZE - = - -

Operations Management £ERSEMFZ - = - -

Marketing Authorization Holder Name #i&&k=£EZ% - - = -:
Quality Management Z&&==Z&F#: Signature: - - - -
Regulatory Management EZRZEMELZE. « = * -

Operations Management 4£ERESEMHLZE. - - - -

(I - BT SITHED Y F)

#

Address Contact

person

Facility Country Phone | email | Manufacturing Classification

Name

[ ] Manufacturer for general medical device
[ ] Manufacturer for sterilized medical device
[ ] Manufacturer for tissue medical device

[ ] Packaging/labeling and distribution facility

[ ] Manufacturer for general medical device
[ ] Manufacturer for sterilized medical device
[ ] Manufacturer for tissue medical device

[ ] Packaging/labeling and distribution facility

[ ] Manufacturer for general medical device
[ ] Manufacturer for sterilized medical device

[ ] Manufacturer for tissue medical device

[ ] Packaging/labeling and distribution facility

Quality Management:
Signature:

Date:

Name:

Title:
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