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& United States Food and Drug Administration, Guidance For Entities Considering Whether to Register As Qutsourcing Facilities Under Section 503B of the Federal
Food, Drug, and Cosmetic Act [ pdf]

& United States Food and Drug Administration, Repackaging of Certain Human Drug Products by Pharmacies and Qutsourcing Facilities [ pdf]

& United States Food and Drug Administration, Mxing, Diluting, or Repackaging Biological Products Outside the Scope of an Approved Biologics License
Application [ pdf]

& United States Food and Drug Administration, Adverse Event Reporting for Qutsourcing Faciliies Under Section 503B of the Federal Food, Drug, and Cosmetic Act
[ pdf]
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http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434171.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434174.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434176.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434188.pdf
https://stli.iii.org.tw/coworker-detail.aspx?no=73&d=338

United States Food and Drug Administration, Adverse Event Reporting for Outsourcing Facilities Under Section 503B of the Federal Food, Drug, and Cosmetic
Act, http:/Mmwww.fda.govidownloads/Drugs/GuidanceComplianceRegulatoryinformation

/Guidances/UCM434188.pdf (last visited Feb. 13, 2015).

United States Food and Drug Administration, Mixing, Diluting, or Repackaging Biological Products Qutside the Scope of an Approved Biologics License
Application, http:/iwww.fda.govidownloads/Drugs/GuidanceComplianceRegulatoryinformation

/Guidances/UCM434176.pdf (last visited Feb. 13, 2015).

United States Food and Drug Administration, Repackaging of Certain Human Drug Products by Pharmacies and Qutsourcing Facilities,

http:/Amww .fda.govidownloads/Drugs/GuidanceComplianceRegulatoryinformation

/Guidances/UCMA34174.pdf (last visited Feb. 13, 2015).

United States Food and Drug Administration, Guidance For Entities Considering Whether to Register As Outsourcing Facilities Under Section 503B of the
Federal Food, Drug, and Cosmetic Act, http:/iwww.fda.govidownloads/Drugs/GuidanceComplianceRegulatoryinformation

/Guidances/UCMA34171.pdf (last visited Feb. 13, 2015).
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