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Contract Agreement to ensure Good Manufacturing Control
and Quality Control of Pharmaceutical Products

Product name:AABBCC
Date of Agreement: Y'Y/ Z/200X

Name of Manufacturer: EFG GmbH
Address: abcdefg, HIJ
Responsible person:_Quality Assurance Manager = Il [ |

Name of Trading Company: XYZ Co., Ltd.
Address: kimnop, QRS
Responsible person:_Head of Reqgulatory Affairs Department =V

Name of Marketing authorisation holder: Nippon Shinyaku Co., Ltd.
Address: 14, Nishinosho-monguchi-cho, Kisshoin, Minami-ku, Kyoto
601-8550, Japan
Responsible person: A quality assurance supervisor= O @
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Manufacturer : HIJK
License & Quality Assurance Company : LMNO
Marketing authorisation holder : Nippon Shinyaku

License & Quality Assurance Company : LMNO
Marketing authorisation holder : Nippon Shinyaku

J

There is established Quality Technical Agreement in place
between LMNO and its contract manufacturer, HIJK.
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S EZEXRSE :OPOR

OPQR J#BE® Quality Agreement

J

Attachment-1 :

Contract specified under Japanese
GQP Ministerial Ordinance
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