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BEDHBEER DB : PIC/S GMP Part 1

@{%*i%w MOCHIDA

CHAPTER 7 ]
OUTSOURCED ACTIVITIES NEREEEETS

PRINCIPLE

Any activity covered by the GMP Guide that is outsourced should be appropriately defined,
agreed and controlled in order to avoid misunderstandings which could result in a product or
operation of unsatisfactory quality. There must be a written contract between the Contract Giver
and the Contract Acceptor which clearly establishes the roles and responsibilities of each party.
The Pharmaceutical Quality System of the Contract Giver must clearly state the way that the
Authorised Person certifying each batch of product for release exercises his/her full responsibility.

Note: This Chapter deals with the responsibilities of manufacturers towards the Competent
Regulatory Authorities with respect to the granting of marketing and manufacturing
authorisations. It is not intended in any way to affect the respective liability of Contract Acceptors
and Contract Givers to consumers; this is governed by other provisions of national law.
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BEDHBEER DB : PIC/S GMP Part 1

Any activity covered by the GMP Guide that is
outsourced should be appropriately defined,
agreed and controlled in order to avoid
misunderstandings which could result in a
product or operation of unsatisfactory quality.
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THE CONTRACT GIVER
7.4 ]
The Pharmaceutical Quality System of the RRAFEOPQSIE~ZIL L i o
Contract Giver should include the control and FRAEXBOBTELEER GMPFIEE - B &EEEEE
review of any outsourced activities. DERER

rContract Giver J&l Contract Acceptor] [F
 GMPRIEETY . H BN HEE 'E*Ii&Ui’e“AJ
Contract (BHEICHYFEEA)

Acceptor [N &

———————————————————————————————————————————————————————————————————————————
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> contract manufacture Eit& 1 RIERE
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Bl TEMNEAZZERI D

X A foreign substance was found in the API batch imported this month
from your company. Please investigate the cause of this contamination.
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X PS: Our office is closed next Wednesday for the national holiday.

\ 4

O PS: Our office is closed next Wednesday for a national holiday.
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[(HBEER XD —5B0R%]
1-(3) 5% B #5REA Explanation about Purpose of GMP Audit

2023/09/08

=96, FABMEHEL
#L71=

H&:E HEE
1) BERAOESTERMNL GMP | » Japanese Ministerial Ordinance requires us,
EERAENROSNTEY Marketing Authorization Holder, to perform

GMP audit periodically. This is why we are here
today.

» We are required by Japanese Ordinance to
conduct GMP audit periodically. We are visiting
your site today for this purpose.

2) FEBOHAEIZICH Q7 BRU | We will conduct GMP audit today, in accordance
PIC/S CMP [Z# > TEME | with ICH Q7 and PIC/S GMP.

LET.

3) BEhdin, TEHOLE | Unfortunately, we are facing a quality issue as you
V., BESEEOBENE | know. Therefore, we are here to perform an ad hoc
ELTEBYET. D= GMP audit™ to see if we can find the cause of the
., FEOCHEEEZRET S | incident.
=&, ERED CMP FE25R
BEEERSETIEEET.

4) ZOGCGMPFEZEHEAET. & | hope we can find a solution to the quality issues
ERBEOS@ERAEMARD2MN | through this GMP audit.
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1) 275 T—ZADERE | How often do you clean the sampling booth?
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