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RRLp g >

« The sum of all aspects of a system that implements
guality policy and ensures that quality objective are
met.

1. Document Management (QA-GMP-001)

2. Training Program (QA-GMP-003)

3. Deviation, investigation, Quality Risk
Management, and CAPA (QA-GMP-005, 012)

4. Change Control (QA-GMP-007)

5. Self-Inspection: Internal Audits (QA-GMP-009)
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# 22 Quality System (2/2)

6. Complaints, Return, Suspected Falsified
Medicinal Product, and Recall
(QA-GMP-008, 004, 006, and 023)
7. Contract Accepter Management (QA-GMP-011)
8. Supplier List Management (QA-GMP-013)
9. Annual Product Review (QA-GMP-015)
10. Annual Quality System Review (QA-GMP-015)
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Storage Temperature

» Controlled temperature: 15~25C
» Cold Room temperature: 2~8C
> Freezer: -20Cand -80 C

* Electronic record

* Manual record

« Alarm system & Callout system
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Controlled Temp.-Storage areas .

'
CTM Area
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_ °
Cold Room | ‘\\ |

- An individual area set for cold-chain goods operations
. Temperature controlled within 2~ 8°C with full valrdatron
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Freezer Management

Temperatu re 20 C
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Temperatu re -80 °C
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Accounts
PSR/Collector/Deliveryman Warehouse Inventory Management Receivable

@ OEP will contact with PSR first @ Sorting the returned goods @ Pricing @Offset AR )
when we received notification @ Key in to the system by @ Follow up the Sales
from customer for any return case Item/Lot/Q’ty and by location Return Certificate

@ Fill out the form
@ Approval by principal, if needed
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