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* FDA does not intend to set acceptance
specifications or methods for determining whether
a cleaning process is validated. It is impractical for
FDA to do so due to the wide variation in
equipment and products used throughout the bulk
and finished dosage form industries. The firm's
rationale for the residue limits established should
be logical based on the manufacturer's knowledge
of the materials involved and be practical,
achievable, and verifiable

-3
=
L]
=




R i 2 7N

+  “FDARTEAEERAEE 2 — ANl ek
B B A

» BRAVIERRHI, B4 BRI A= RN AE

IR & MAEHr=mTZE 5, HREY

BR EEAN LN B 5 R H 2B T 7%

ggﬂ?ﬁ?%ﬂ‘]ﬁﬁlﬁ%&%ﬂ%% AEIE 2| Al AT 4%
UEF .




B haiE-3

s MEL
— ARNb I AR 3 A 7 v 2 A i B SE B 1R O
HlEMFEHEY, RLIAFEETESINT
TR Y R BEARE o

- %ﬁﬁ: Azhalik, Bl BHESRIT




Rin e -4

Some limits that have been mentioned by
industry representatives in the literature or
in presentations include analytical detection
levels such as 10 PPM, biological activity
levels such as 1/1000 of the normal
therapeutic dose, and organoleptic levels

such as no visible residue.
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A B C
A N/A 300mg 267mg
B 1500mg N/A 667mg

C 15000mg 7500mg N/A
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