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SMBICESE AMAT | OSRRMRCESE n | DERTROVTMIR | sELsL
3.2.3 in vivo SHER 205 YR HATIRRUES | vivo RERICIZILRAT™Y lfégmﬁ‘ﬁﬁ“ﬁugﬁi ;“ R
BI~ORRIE (K25 | X, ARToRRUKET | o0 CONITIIRE | 7
B ORALLATON | BAORRNE (Res | SELIE
5. ) DEENAENEEE |
K5,
DAILRFEM PCREX | DMILRAYFEM PCREX e -
324 BUKEARER | 217 | (MEMSTEE. RO -5 | (MENATEG. &2 (-5 | B CRREMFABELEL

LT

LT

1=

27




DFEYMFEHFIEL. M

DFEMERFIEL.
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that impact efficient
retrovirus removal by
small-virus filters are well
understood with respect
to variation of process
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pressure interruptions.
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FEEE S : Current
recommendations include
testing for RCV at multiple
stages of manufacture to
detect for recombination or
for the vector virus to
revert to parental or wild
type phenotype. The
manufacturing stages and
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Current recommendations
include testing for RCV at
multiple stages of
manufacture to detect for
recombination or for the
vector virus to revert to
parental or wild type
phenotype. RCV testing
may not be required on
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harvest or at each drug
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