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100mL Y > 7L

Average SIEVErs Slevee Average Average STDEV cv LD

Plate Sievers NEES NEES

Target i A .
(4 Plate Rapid Rapid Rapid

Sample Description Count per : : o : - . .
p P Pl ount per Bioburden Bioburden % e n— Rapid Rapid Rapid Bioburden %

100 mL i . . i
100 mL count per correlation to (CFUs) Bioburden Bioburden Bioburden correlation
100 mL Plate to Plate

WEFCC Neg Con - nl

*%%j( [ - WFCC Neg Con - n2

WEFCC Neg Con - n3

- B.Cepacia Mixed Culture 0,05 - n1.
5 .- Mixed Culture 0.05 - n2
. R . pICkett” Mixed Culture 0.05 - n3
M7 Mixed Culture 0.1 - nl
- Smaltophllla Mixed Culture 0.1 - n2

n E COII Mixed Culture 0.1 - n3

Mixed Culture 0.5 - n1

é%%fg*&*ﬁ L T: foed Culture 0.5- n2

= Ai¢§:& M!xed Culture 0.5- n3

/EE 32 4O / Mixed Culture 1 - nla
Mixed Culture 1 - n2a
Mixed Culture 1 - n3a
Mixed Culture 1 - nlb
Mixed Culture 1 - n2b
Mixed Culture 1 - n3b
Mixed Culture 10 - n1
Mixed Culture 10 - n2
Mixed Culture 10 - n3
Mixed Culture 100 - n1
Mixed Culture 100 - n2

Mixed Culture 100 - n3
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Results with software adaption
Date Sample Biotics/100ml | Abiotics/100ml

08.10.2020

08.10.2020 WFI 3
08.10.2020 WFI 0
08.10.2020 WFI 0
08.10.2020 WFI 1
08.10.2020 WFI hot 1 0
08.10.2020 WFI hot 2 0
20.10.2020 WFI 0
20.10.2020 WEFI 0
01.02.2021 WFI hot 0
01.02.2021 WFI hot 0
01.02.2021 WFI hot 1
01.02.2021 WFI hot 0

FESEAK (WFI) /3 /77“5.7/ K
0~3biotics/100m| (72> 3a>»Vy =

AT RS HTEE Sievers Soleil & 55 3 & FHE I

95
81
121
117
175
163
68
23
250
238
390
223

v b 110 cfu/100ml)
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BEKD/NNy TR

08.07.2020
08.07.2020
08.07.2020
08.07.2020
08.07.2020
14.10.2020
14.10.2020
15.10.2020
15.10.2020
15.10.2020
15.10.2020
15.10.2020

PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2
PW Loop 2

wWw KRk A WO B O W W E O

wEA (PW) Oy o759 K
1~8 biotics/100ml (73>~

D2k 100 cfu/ml)

Biotics/100ml Abiotics/100ml

234
72
50
515)
23
20
20

8

411

567

282

VBmicro - a suitable lab device
for bioburden determination of
water and buffers in less than
1hour

European Microbiology Conference 2021
Michaela Kinney & Dr. Ulrich Zuber, Roche

ECA Aoodemy

Presented at European Microbiology Conference, 2021 by Michaela Kinney and Dr. Ulrich Zuber, Roche 15
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o Average Result 1 Result 2

Sample 100” | [biotics/ [biotics/ [biotics/

s 100ml] 100ml] 100ml]
0.0001% TW 4 2 1 3
0.0005% TW 10 8 6 10
0.001% TW 12 19 15 23
0.002% TW 28 325 29 36
0.005% TW 58 68.5 68 69

Soleilvs X 7L Y7442 —%0DMHEEI1250~200%
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Average QC result
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USP <61> USP <62> EP 2.6.12 EP 2.6.13
oroorgamsm  Gram s mosies  Proers  QUTV moiceTow s nonmerte o 0000 SR TS
Microbial Specified Viable Aerobic Specified Products

Enumeration Organisms Count Organisms
B. cepacia Gram (-) - -- - - - - - 4
B. diminuta Gram (-) -- -- - - - - - v
E. coli Gram (-) - v - v v 4
P. aeruginosa Gram (-) v v v - v v v v
P. flurescens Gram (-) -- -- -- - - - - v
R. pickettii Gram (-) -- -- - - - - - v
S. enterica Gram (-) -- v -- -- v - - 4
S. maltophilia Gram (-) -- -- -- - - - - v
B. subtilis Gram (+) v -- v v - v v v
S. aureus Gram (+) v v v v v v v v
C. difficile Gram (+) - -- - - v - - -
C. sporogenes Gram (+) - - v - - - v -
A. brasiliensis Fﬁrginj r(r:(gl d v - v v - v v v
C. albicans Fu(?]rgailr-n;;;st v v v v 4 4 v N4

AT RS HTEE Sievers Soleil & 55 3 & FHE I

GUIDANCE DOCUMENTS

EP5.1.6
USP <1223>
JP17Revl
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ALTERNATIVE METHODS FOR CONTROL OF MICROBIAL QUALITY
VALIDATION OF ALTERNATOVE MICROBIOLOGICAL METHODS
THE JAPANESE PHARMACOPOEIA — SEVENTEENTH EDITION
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USP <1223>I & 2 UPW®DSEE
mEYOREomEDONY FT— 3V

B /Y RE7AER WRDOHEY
X 71y = P i
USP <61>. USP <62>, EP 2.6.12, WY A b, R Rl — & — }_}ffff%j?%ff*ffmﬁﬁ%%ﬂ@
JP 4.05, USP <1223> |2f¢t > . EHODITEE % £ RAE e B T -
UPWDONA A N—F =X Y T HEAT : 2HFR 1. A braS|I|§nS|s
5173 Soleil DBAMZEIREET FRL—%— 1 6A 2. B. cepacia
Soleil HITERE : 65 3. B. d|m|_n_uta
YEZERSRT : 308 (~150085m) 4. B. subtilis
5. C. albicans
6. E. coli
7. P. aeruginosa
8. R. pickettii
" e 9. S. aureus
U=l AL 10. S. enterica
11. S. maltophilia
88? ; mt %8 12. Mixture — equal contributions of:
'1/ mL 10 B. diminuta, R. pickettii,
10/ mL 6 S.maltophilia, & B. cepacia
100 / mL 6

HE0AELL - 589[0]
xHTF4 72y bBE—IL:8H
WROMEWHER : 5042
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SOLEILE~A/ 707 L— bEOan=——FEA (CFU)

Soleil (EE#) & 7L —Fik (CFU) DiEE

MY DESR 0.05CFU/mL 0.1 CFU/mL 1 CFU/mL 10 CFU/mL 100 CFU/mL T’L"‘;@fﬁg”’
A. brasiliensis 64% 70% 85% 81% 83% 77%
B. cepacia 130% 98% 92% 96% 75% 98%
B. diminuta 306% 181% 140% 135% 272% 207%
B. subtilis 124% 172% 177% 295% 313% 216%
C. albicans 200% 162% 46% 91% 96% 125%
E. coli 260% 137% 126% 120% 134% 155%
P. aeruginosa 88% 98% 86% 99% 106% 96%
R. pickettii 83% 108% 80% 85% 46% 80%
S. aureus 176% 263% 173% 199% 153% 192%
S. enterica 192% 155% 125% 126% 138% 147%
S. maltophilia 148% 155% 106% 148% 115% 134%
Mixture 202% 90% 116% 106% 110% 125%

TRTDOMEY DF 164% 141% 115% 132% 137%
ZNZN10ENHIE ZNnZn6EAIE

AETAIES : 589[H]
*HT4 733 ha—JL:8H
P RSE SHTE R Sievers Soleil & 75 3 BB WROMEYHER : 5042
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Soleil T
277
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Excerpts from The Rules Governing Medicinal Products in the European Union Volume 4 EU Guidelines for
Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use - Annex 1 — 22-08-2022
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