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Z==9| Zhuhai United Laboratories Co., Ltd. FDA 25 ZADZ 8t — 2017 H 9 & 11 €EH 15 X
FDA 7t &= &3/d F310|0 X[t Zhuhai United Laboratories 2|2 E X &= A|d ZALE M A|IQICE FDA =
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Hiojef £Z/d B3 1LH| 9t (Data Integrity Remediation)
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&= https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm612885.htm
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Office of Surveillance Sources of Information

« FDA systems, e.g. electronic Drug Registration and Licensing System (eDRLS),
Mercado (an Oracle FDA database for drug submissions), Firm Management
System (FMS), etc.

* Inspections

* Field Alert Reports (FARs)

+ Biological Product Defect Reports (BPDRs)

+ MedWatch Reports

+ Incidents

» Sampling and Testing data

» Application data

« Annual Reports

« International Partners — MRA data

« Purchased Proprietary Data (e.g. Dunn & Bradstreet, Thompson-Reuters, etc.)

« Public Information (social media, news outlets, etc.)
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