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N, is the number of positive Bls at the time interval x for the individual fractional cycle for each lot;

N, isthenumber positive Bls positive at 7-day incubation for the individual fraction cycle for each lot.
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Number for 0Q Number for PQ
Volume (usable chamber/room volume) (product load volume)
% et T
" Preconditioning Cund_l t_lonl_ng,/ Aeration | Preconditioning Cond_lt_mnl_ng,f Aeration
sterilization sterilization
=1 2 2
10 = 4
15 6 6
20 8 8
25 10 10
N/A N/A
30 12 12
35 14 14
40 16 16
50 20 20
100 40 40
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Feedback for next Annual Review

Annual Review
*  Equipment

+ Changes

=+ Calibration

+ Maintenance

* Product
» Design
* Packaging
» Materials
 Manufacturing process
= Bioburden
* Load Configuration
* Processing History
+ Dewations
* Process failures

Significant
Change(s)

Full Requalification

Re-qualified

\ Reduced Requalification |.....
within last 2 years

v

Document Rationale

Note — Where more than one configuration is validated, this reflected in any requalification activity
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. WHTE [T KmpeY
/ ﬁ? /:.‘ /:.‘ Starlzation centizion | ME Shift 2020062001 Chaber e 101
,f] /i i U PR ™~ % \ Futh T kD o W
4 Froduct nim Production Lot ¥o. Spaeification Quantity Renark

(KA « A8 GERAD |
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EOF#<.

K

Kman T it R AN (i) & (i) il nit
» Gterilization process §tart Tine End Tine Acceptable ranges min) |Actusl tine(nin) | Seting value |Conclusicn
° ==
X E X oot ing 2020/06/20 16:48:04 2020/08/20 17:20.48 0- 0 1t / Fass
° 0l Tomp Conditfoning 2020/06/20 17:20:48 2020/06/20 19:20:49 0 - 41 120.0 10 Pass
N - S | BN rre-Vacum 2020/06/20 19:20:49 2020/06/20 19:30:10 ] 0- 120 9.4 / | Pass |
A 4 ) -= V] B T4 : A MALoak Tont £020/08/20 19:30:10 2020/06/20 19:35:10 [ 0 5 Pass
= % TEE .
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L
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e
REALr Flushing 1020/06/21 08:04:15 2020/06/21 09:04:27 0-12 0.2 / Pass
AN Bikeration 2020/06/2: 09:04:27 amjga 0w | n-m [EY | @ [ he |
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