Appendix C: Facility Operating Under Part 820
Adding a Drug or Biologic Constituent Part to a Single Entity (and Certain Kit) Combination Product

Does the facility have systems to control and ensure the quality of No
components, drug product containers, and closures after it receives the drug ———

constituent part (211.84)?

Yes
A4
Does the facility have appropriate systems to calculate yield after it receives | N
the constituent part (211.103)?
Yes
A\ 4
No

Does the facility have systems to ensure appropriate expiration dating
controls after it receives the drug constituent part (211.137)?

Yes

Does the facility have systems to ensure appropriate testing and release for
distribution after it receives the drug constituent part (211.165)?

Yes

\4

Does the facility have systems to ensure appropriate stability testing after it
receives the drug constituent part (211.166)?

Yes

\ 4

Does the facility have systems to ensure compliance with special testing
requirements in 21 CFR 211.167 after it receives the drug constituent part ?

Yes

A\ 4

Does the facility have systems to ensure retention of appropriate reserve
samples after it receives the drug constituent part (211.170)?

Yes

A

Does the facility have systems to ensure compliance with any other provisions | No
of Parts 210/211 that are relevant to the finished combination product after it

receives the drug constituent part ?

Yes
\ 4
Does the facility have systems to ensure compliance with relevant biological No >
requirements after it receives any biological constituent part (Parts 600-680)?
Yes
‘ No

Do drug or biological product supplier(s) comply with Parts 210/211?

Yes




