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INTRODUCTION

During routine review of data reported to EDCNet it was observed that Optitrol Blue DM24249
data were reported below the assay cut off when testing on the DiaSorin LIAISON XL MUREX
HCV Ab assay. All data reported to EDCNet for Optitrol Blue DM24249 on both the DiaSorin
LIAISON XL MUREX HCV Ab and other assays where Optitrol Blue is the recommended
Optitrol QC product for use were reviewed to establish whether a negative shift was observed
for any other peer group and identify a possible root cause.

No data for Optitrol Blue DM24249 were reported for the DiaSorin Murex anti-HCV (version
4.0) assay.

FINDINGS

T
1

Figure 17 Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.

Figure 2 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249.
Figure 3 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249,
Optitrol Blue lot usage illustrated.

Figure 4 7 Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.

Figure 5 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249.
Figure 6 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249,
Optitrol Blue lot usage illustrated.

Figure 7 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for the DiaSorin Positive Kit Control.

Figure 8- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue DM24249 by Participant.

Figure 9- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue DM24249 by reagent lot.

Figure 10- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue lots DM23117, DM23204 and DM24063 by Participant.

Figure 11- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue lots DM23117, DM23204 and DM24063 by reagent lot.

Figure 12- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue lots DM23117, DM23204, DM24063 and DM24249 by
Participant.

Figure 13- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for Optitrol Blue lots DM23117, DM23204, DM24063 and DM24249 by reagent
lot.

Figure 14- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for DiaSorin Positive Kit Control data by Participant.

Figure 15- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab
assay for DiaSorin Positive Kit Control data by reagent lot.

Figure 16- Participant 1354 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.

Figure 17- Participant 1354 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for DiaSorin Positive Kit Control.

Figure 18- Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.
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9 Figure 19- Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for DiaSorin Positive Kit Control.

1 Figure 20- Participant 1386 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.

9 Figure 21- Participant 1386 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for DiaSorin Positive Kit Control.

1 Figure 22- Participant 1853 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue DM24249.

9 Figure 23- Participant 2288 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for Optitrol Blue.

1 Figure 24- Participant 2288 data reported on the DiaSorin LIAISON XL MUREX HCV
Ab assay for DiaSorin Positive Kit Control.

9 Figure 25- Participant 1428 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 26- Participant 1429 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 27- Participant 1431 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 28- Participant 1562 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 29- Participant 1563 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 30- Participant 1556 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 31- Participant 1614 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 32- Participant 1666 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 33- Participant 1731 data reported on the Abbott Alinity i Anti-HCV 1l assay for
Optitrol Blue.

9 Figure 34- Participant 1732 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 35- Participant 1744 data reported on the Abbott Alinity i Anti-HCV |l assay for
Optitrol Blue.

9 Figure 36- Participant 1750 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 37- Participant 1755 data reported on the Abbott Alinity i Anti-HCV |l assay for
Optitrol Blue.

9 Figure 38- Participant 1852 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 39- Participant 1892 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

9 Figure 40- Participant 1973 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 41- Participant 2000 data reported on the Abbott Alinity i Anti-HCV 1l assay for
Optitrol Blue.

9 Figure 42- Participant 2258 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 43- Participant 2260 data reported on the Abbott Alinity i Anti-HCV 1l assay for
Optitrol Blue.

9 Figure 44- Participant 2264 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 45- Participant 2265 data reported on the Abbott Alinity i Anti-HCV 1l assay for
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Optitrol Blue.

1 Figure 46- Participant 2273 data reported on the Abbott Alinity i Anti-HCV |l assay for
Optitrol Blue.

9 Figure 47- Participant 2284 data reported on the Abbott Alinity i Anti-HCV Il assay for
Optitrol Blue.

1 Figure 48- Participant 2291 data reported on the Abbott Alinity i Anti-HCV |l assay for
Optitrol Blue.

9 Figure 49- Participant1429 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

1 Figure 50- Participant 1432 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

9 Figure 51- Participant 1742 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

1 Figure 52- Participant 2253 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

9 Figure 53- Participant 2290 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

9 Figure 54- Participant 2297 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

9 Figure 55- Participant 2298 data reported on the Abbott ARCHITECT Anti-HCV I
assay for Optitrol Blue.

1 Figure 56 - Participant 1615 data reported on the DiaSorin LIAISON Treponema
Screen assay for Optitrol Blue DM24249.

9 Figure 57 - Participant 1848 data reported on the DiaSorin LIAISON Treponema
Screen assay for Optitrol Blue DM24249

1 Figure 58 - Participant 2247 data reported on the DiaSorin LIAISON Treponema
Screen assay for Optitrol Blue DM24249

9 Figure 59 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX
HBsAg Quant assay for Optitrol Blue DM24249.

9 Figure 60 - Participant 1848 data reported on the DiaSorin LIAISON XL MUREX
HBsAg Quant assay for Optitrol Blue DM24249.

9 Figure 61 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX
HBsAg Quant assay for Optitrol Blue DM24249.

1 Figure 62 - Participant 1848 data reported on the DiaSorin LIAISON XL MUREX HIV
Ab/Ag assay for Optitrol Blue DM24249.

9 Figure 63 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HIV
Ab/Ag assay for Optitrol Blue DM24249.

1 Figure 64 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HIV
Ab/Ag HT assay for Optitrol Blue DM24249.

9 Figure 65 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX rec
HTLV-I-Il assay for Optitrol Blue DM24249.

DISCUSSION

Participant 1615 reported data for Optitrol Blue DM24249 on the DiaSorin LIAISON XL MURE
HCV Ab assay, illustrated in Figures 1, 2 and 3. Data for Optitrol Blue DM24249 were reported
across two reagent lots: 346025 and 246026. Data for both reagent lot numbers were reported
above, at and below the assay cut off (<1.00 S/Co). Figures 2 and 3 illustrate data reported
by Participant 1615 for Optitrol lots (DM23117, DM23204 and DM24063) in use prior to and
including DM24249. One reagent lot, 346025, had data reported for Optitrol Blue lots
DM24063 and DM24249. The shift down in S/Co value observed for Optitrol Blue DM24249
was observed first for data reported for Optitrol Blue DM24063 and reagent lot 346025. No
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negative data were reported for Optitrol Blue DM24063.
No DiaSorin kit control data had been submitted by Participant 1615 at the time of this report.

Participant 2247 reported data for Optitrol Blue DM24249 on the DiaSorin LIAISON XL MURE
HCV Ab assay, illustrated in figures 4 through 7. Data for Optitrol Blue DM24249 were
reported across two reagent lots, 346025 and 246026, only reagent lot 246026 reported data
below the assay cut off. Only three data points were reported for Optitrol Blue DM24249 and
reagent lot 346025. Figures five and six illustrate data reported by Participant 2247 for Optitrol
lots (DM23117, DM23204 and DM24063) in use prior to and including DM24249. One reagent
lot (346025) had data reported for Optitrol Blue lots DM24063 and DM24249. The shift down
in S/Co value observed for data reported for DM24249 was observed first for data reported for
Optitrol Blue DM24063 and reagent lot 346025. No negative data were reported for Optitrol
Blue DM24063.

Participant 2247 had reported DiaSorin kit control data to EDCNet, see Figure 7. Four reagent
lots: 346022, 346024, 346025 and 346026, were in use from September 2024 through to May
2025. The shift down in S/Co values observed for Optitrol Blue were also observed for data
reported for the DiaSorin Positive Kit control for reagent lots 346025 and 346026. No negative
data were reported for the DiaSorin Positive Kit Control.

Figures 8 and 9 illustrate DiaSorin LIAISON XL MUREX HCV Ab assay peer group data for
Optitrol Blue DM24249 by participant and reagent lot, respectively. Data were consistent
across the peer group with examples of data reported below the assay cut off (<1.00 S/Co)
for both participants.

Figures 10 and 11 illustrate DiaSorin LIAISON XL MUREX HCV Ab assay peer group data for
Optitrol Blue lots (DM23117, DM23204 and DM24063) in use prior to DM24249 by participant
and reagent lot. Respectively. Data were consistent across the peer group and no data were
reported below the assay cut off (<1.00 S/Co).

Figures 12 and 13 illustrate DiaSorin LIAISON XL MUREX HCV Ab assay peer group data for
Optitrol Blue lots (DM23117, DM23204 and DM24063) in use prior to and including DM24249
by participant and reagent lot, respectively. Data were reported below the assay cut off for
Participants 1615 and 2247.

Figures 14 and 15 illustrate DiaSorin LIAISON XL MUREX HCV Ab assay peer group data for
available DiaSorin positive kit control data. Data were available for four participants across
nine reagent lots. A similar shift down in S/Co value for reagent lots 346025 and 346026 was
also observed for data reported for the assay positive control.

Figures 16 through 24 show individual peer group data for DiaSorin LIAISON XL MUREX HCV
Ab assay peer group participants reporting data for Optitrol Blue lots DM23117, DM23204 and
DM24063 and assay positive control. All but one participant (Participant 1853) reported assay
positive control data to EDCNet.

Similar reagent lot variation was observed across the peer group for both Optitrol Blue and
assay positive control data reported for reagent lots 346025 and 346026. One participant
(1356) showed a shift up and an increase in variation for data reported for reagent lots 346024,
340625 and 340626. This variation is the subject of a separate investigation (PMM-QC-2558).

A total of seven participants, including Participants 1615 and 2247, had reported Optitrol Blue
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data for reagent lots 346025 and 346026 on the DiaSorin LIAISON XL MUREX HCV Ab assay.
Four of these seven participants had reported data for both reagent lots. All of these
participants showed a similar shift down in S/Co value for data reported for both Optitrol Blue
lots and assay positive control.

Figures 25 through 48 show individual peer group data for Optitrol Blue DM24249 reported on
the Abbott Alinity | Anti-HCV | assay. No unexpected shift or negative data were observed.

Figures 49 through 55 show individual peer group data for Optitrol Blue DM24249 reported on
the Abbott ARCHITECT Anti-HCV Il assay. No unexpected shift or negative data were
observed.

Figures 56 through 65 show individual participant data reported for Optitrol Blue DM24249 for
all other DiaSorin LIAISON assays, including DiaSorin LIAISON Treponema Screen, DiaSorin
LIAISON XL MUREX HBsAg Quant, DiaSorin LIAISON XL MUREX HIV Ab/Ag, DiaSorin
LIAISON XL MUREX HIV Ab/Ag HT and DiaSorin LIAISON XL MUREX rec HTLV-I-Il, where
Optitrol Blue is recommended for use. No unexpected shift or negative data were observed.

NRL received communication from DiaSorin Australia Pty Ltd confirming pre-release testing
of reagent lots 346025 and 340626 had shown no fluctuation across the different reagent lots,
and no manufactural change had been made prior to or during manufacture.

NRL received communication from DiaMex confirming a new negative stock material was in
use for the production for Optitrol Blue DM24249. No dilution factors were changed, and
release testing results were consistent with previous Optitrol Blue lots.

RECOMMENDATIONS

NRL to work with DiaMex to review validation testing of new negative plasma stock material.
NRL to work with DiaMex to review dilution factors of each analyte in Optitrol Blue DM24249.
NRL request O6baseb6 stock materi al parall el testi

NRL requests DiaMex to provide reagent details used in Lot release testing of Optitrol Blue
DM24249.

NRL to work with DiaSorin to investigate further possible sources of variation, calibrators or
LIAISON stock material.
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EQC:0ptitrol Blue

Date
Analyte:anti-HOV

Assays:DiaSorin LIAISON XL MURBX HCV Ab;

Trend: KitLot Number; Test Process: Detection -#§- 345025 -4~ 346026

Figure 17 Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue DM24249.

Laboratory:MNRL : 1615
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Figure 2 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV Ab
assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249.

Laboratory:NRL : 1615

PMM-QC-2532



Q0L

DM24245

SZ09KE

bZO9PE
bE09FE
SZO9FE

PEOSBE
bEOE

DM24063

CTO9HE
EZ09E

DM23204

TZ09HE

6109bE

£109PE

DM23117

Assay cut off <1.00 5/Co

540
5.20
5.00 H
4.80
4.60 +
440
4.20
4.00 +
3.80
3.60
340 4
3.20
3.00 4
240
2.20
2.00
1.80 4
1.60
140 4
1.20
1.00

0.80
0.60
040
0.20
0.00

SZ0Z-ABW-LE
SZOZ-AEW-aT
SE0z-Idy-62
Sz0E-Idy-£2
SZ0Z-Idy-£2
SZ0z-1dy-91
SZ0Z-Idy-p0
Sz0z-Idy-z0
sz0z-idy-zo
SZ0z-Idy-10
Sz0z-Idy-10
SZOZ-EW-BT
SZOZ-BKETT
SE02-074-92
SE0Z-P4-A1
SZ02-924-80
SE0Z-074-0
SZOZ-URC-BE
SZOZ-UEC-bT
SZ0Z-UeC-20
bZ0Z-930- 1€
¥Z0Z-230- 12
bZ0Z-230-51
bZ02-930-01
YEOZ-AON-OZ
PEZOZ-AON-EZ
PZOZ-AIN-61
FEOZ-AON-bT
PEOZ-AON-TT
HZ0Z-AON-G0
$ZOZ-AON-10
PZOZ-PO-6Z
bZ0Z- P09
vZ0Z-POZE
PZ0Z-PO-LT
PZOZ-PO-11
bZ0Z-PO-b0
PZOZ-PO-bD
PZOZ-PO-E0
bzoz-des-£z
+z0z-dag-01
vz0z-Bny-g2
pzoz-Eny-pE
+Z0z-bny-91
pZoz-bni-60
bE0Z-NC-08

bZ0Z-INC-61

PEOT-INC-60

PZOZ-UNC-LE
bZOZ-UnC-81
bZ0Z-UnC-50
PEOZ-AEW-EE
YEOZ-AEI-LT
PZOZ-AEU-ET
$ZOZ-AEW-T0
YE0Z-Iy-a 1
bZ0Z-Idy-50
bEnz-idy-zo
$Z0Z-BK-61
$EOZ-IEW-G0
bE0E-924-£2
YEOE-g4-E1
PEOZ-URC-1E

10|Page

Date
Analyte:anti-HOV EQC:0ptitrol Blue

Assays:DiaSorin LIAISON XL MUREX HCOV Ab;

- 346022 - 346023 - 346024 I 346025 - 346026

Figure 3 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

From:01-Jan-2024 to 29-May-2025
Trend: KitLot Number; Test Process: Detection -#- 346017 - 346019 - 346021

EQC Lot Number:DM23117;0M23204;DM24063;DM24245;

Laboratery:MRL : 1615

assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM242429 illistrating change

of each Optitrol Blue lot.
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Figure 4 7 Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV Ab
assay for Optitrol Blue DM24249.
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Figure 5 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249.

Trend: KitLot Number; Test Process: Detection -# 345022 - 346024 - 346025
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EQC Lot Number:DM24063;DM24245;

EQC:0ptitrol Blue

Date
Analyte:anti-HOV

Assays:DiaSorin LIAISON XL MURBX HCV Ab;
346026

Figure 6 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV Ab
assay for Optitrol Blue lots, DM23117, DM23204, DM24063 and DM24249lllistrating usage

of each Optitrol Blue lot.

From:01-Jan-2024 to 29-May-2025
Trend: KitLot Number; Test Process: Detection -# 345022 - 346024 - 346025

Laboratory:NRL : 2247
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KitControl:Positive

Date

Assays:DiaSorin LIAISON XL MUREX HCOV Ab;
346026

From:01-Jan-2024 to 29-May-2025
Laboratories:NRL : 1354;NRL : 1356;NRL : 1386;NRL : 1615;NRL : 1853;NRL : 2247;NRL : 2288;

Trend: KitLot Number; Test Process: Detection -# 345022 - 346024 - 346025

Figure 7 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for the DiaSorin Positive Kit Control.

Laboratory:NRL : 2247
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Figure 8- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab assay for
Optitrol Blue DM24249 by Participant.
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Figure 11- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab assay for
Optitrol Blue lots DM23117, DM23204 and DM24063 by reagent lot.
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Optitrol Blue lots DM23117, DM23204, DM24063 and DM24249 by Participant.
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Figure 13- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab assay for
Optitrol Blue lots DM23117, DM23204, DM24063 and DM24249 by reagent lot.
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Figure 15- Peer Group data reported for the DiaSorin LIAISON XL Murex HCV Ab assay for
DiaSorin Positive Kit Control data by reagent lot.
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Figure 16- Participant 1354 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue lots previous to DM24249.

KitLot Number; Test Process: Detection - 346021 - 346023 @ 346024

Trend
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Figure 17- Participant 1354 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for DiaSorin Positive Kit Control.

Trend: KitLot Number; Test Process: Detection -$§ 336016 -4 346017 -@F 346019
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Figure 18- Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue DM24249.

Trend: KitLot Number; Test Process: Detection -$§ 336016 -4~ 346017 - 346022
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KitControl:Positive

From:01-Jan-2024 to 29-May-2025

Laboratory:MNRL : 1356

346022 @ 346024 - 346025 0 346026

Figure 19- Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for DiaSorin Positive Kit Control.

Trend: KitLot Number; Test Process: Detection -$§ 336016 - 346017 - 346019
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EQC:Optitrol Blue
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Analyte:anti-HOV

Assays:DiaSorin LIAISON XL MUREX HCV Ab;
346026

From:01-Jan-2024 to 29-May-2025
Trend: KitLot Number; Test Process: Detection -$§ 336022 - 346024 - 346025

Figure 20- Participant 1386 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue DM24249.

Laboratories:NRL : 1354;NRL : 1356;NRL : 1386;NRL : 2247;NRL = 2288;

Laboratory:NRL : 1386
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Assays:DiaSorin LIAISON XL MUREX HOV Ab;

Laboratories:NRL : 1354;NRL : 1356;NRL : 1386;NRL : 2247;NRL : 2288;

KitControl:Positive

From:01-Jan-2024 to 29-May-2025

Laboratory:MNRL : 1386

346026

Figure 21- Participant 1386 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for DiaSorin Positive Kit Control.

Trend: KitLot Number; Test Process: Detection -$§ 336022 - 346024 - 346025
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Laboratories:NRL : 1354;NRL : 1356;NRL : 1386;NRL : 2247;NRL : 2288;

EQC:Optitrol Blue

Analyte:anti-HOV

From:01-Jan-2024 to 29-May-2025

Laboratory:NRL : 1853

EQC Lot Number:DM23017;DM23204;DM24063;DM24191;

346021 - 346022 - 346024 I 346025

Figure 22- Participant 1853 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue DM24249.

Trend: KitLot Number; Test Process: Detection -$§ 336012 - 346017 - 346019
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Assays:DiaSorin LIAISON XL MUREX HCV Ab;

EQCLotNumber:DM24181;

EQC:Optitrol Blue

Analyte:anti-HOV

From:01-Jan-2024 to 29-May-2025

Laboratory:NRL : 2288

Laboratories:NRL : 1354;NRL : 1356;NRL : 1386;NRL : 2247;NRL = 2288;

Trend: KitLot Number; Test Process: Detection -$§ 336024 - 346025 - 346026

Figure 23- Participant 2288 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for Optitrol Blue.
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Figure 24- Participant 2288 data reported on the DiaSorin LIAISON XL MUREX HCV Ab

assay for DiaSorin Positive Kit Control.
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EQC Lot Number:DM23117;DM23204; DM24245;

EQC:Optitrol Blue

Analyte:anti-HCoV

Assays:Abbott Alinity | Ant-HOV I;

From:01-Jan-2024 to 30-May-2025

Laboratory:MRL : 1428

57243BE00 M 57248BE00 - 58183800 - 591408E00 v~ 61277BE00 A 61532BE00 @ 61537BE00

Trend: KitLot Number; Test Process: Detection - 55079BE00 49 55084BE00 @ 56462BE00
-#8- 622685E00 - 62273BE0D (- 63247BEQ0 -'W- 63747BE00 -0 64331BE00 - 662275E00 JlI- 66453BE00 P~ 63194BEQD -A- §90175E00 @ 71195BE00

Figure 25- Participant 1428 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23117;DM23204; DM24245;

EQC:Optitrol Blue

Analyte:anti-HCoV

Assays:Abbott Alinity | Ant-HOV I;

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1429

57289BE00 M 59140BE00 - 51277800 - 61532BE00 -7~ 62268BE00 A 63247BE00 @) 63747BE00

Trend: KitLot Number; Test Process: Detection - 54182BE00 -4 550798E00 @ 57243BE00
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Figure 26- Participant 1429 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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From:01-Jan-2024 to 30-May-2025
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Figure 27- Participant 1431 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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Figure 28- Participant 1562 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 61532BE00 -4~ 622685E00 -@- 63247BE00
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 1563

68194BE0D

Trend: KitLot Number; Test Process: Detection -#§- 63252BE00 -4 6§43365E00 @ 65454BE00

Figure 29- Participant 1563 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23117;DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1566

- §1532BE00 M- 63747600 - 63017BE00 - 722548E00

Figure 30- Participant 1556 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 57243BE00 -4~ 581835E00 @ 61277BE00
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:DM23204;DM24245;

H

EQC Lot Number:DM23117;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1614

- §2268BE00 M- 63247BE00 - 64331BE00 - 662275E00 -7~ 68189BED0 - 69017BE0D M- 711958E00

Figure 31- Participant 1614 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 59140BEQ0 @~ 612775E00 @ 61532BE00
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EQC Lot Number:DM23117;DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1666

- §3747BE00 M- 9017BEDD

Figure 32- Participant 1666 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 56455BE00 -4~ 581835E00 @ 61532BE00
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EQC Lot Number:DM23117;DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1731

- §6227BE00 M- 654536E00 - 63017BE00 - 71195BE00

Figure 33- Participant 1731 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 57243BE00 -4~ 622685E00 - 63247BE00
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EQC Lot Number:DM23117;DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1732

- §2268BE00 M- 63247BE00 - 66453BEQD

Figure 34- Participant 1732 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 55079BEQD -4~ 572435E00 @ 61277BE00
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EQC Lot Number:DM23117;DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1744

- §1532BE00 - 622686E00 - 63247BE00 - 637475E00 -~ 69017BEDD

Figure 35- Participant 1744 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 56455BE00 -4~ 581835E00 - 59140BE00

42 |Page

PMM-QC-2532



0038561 1L

DM24249

003921069

00395699

0039 FEEED

00392669

0039L46ZED

003g8%cy
003925519

003924219

003304165
0038EhCLs

DM23117 & DM23204

5.64

5.61

5.58

5.55

5.52

549 4

546

543

540

5.37 1

5.34

531 4

5.28

5.25
5.22

0o/s

5.19

5.16

5.13 4

5.10

5.07

5.04 o

5.01 4

4.98 H

4.95

4.92 +

4.89 +

4.86

483

4.80 -

SZ0Z-AEW-BT
SE0Z-AEW-ZE
SZOZ-AEW-ST
SZ0Z-4CW-60
SE0Z-AEL-50
SzZ0z-idy -9z
Sz0z-dy-22
SE0Z-IY-51
SZ0Z-1dy- 1
SZ0Z-Idy-80
sz0z-idy-zo
SZ0Z-IBk-8Z
SE0Z-IEW-1Z
SZOZ-RK-6T
SZ0Z-IBKHET
SZOZ-1EK-G0
SE0C-074-£2
SE0Z-034-+Z
SE0Z--61
SE0C--b1
SE0Z-924-90
SZ02-924-10
SZOZ-UBC-6T
SZOZ-URC-bE
SZ0Z-UEC-12
SZOZ-UEC-FT
SZOZ-UEC-60
SZ0Z-UeC-£0
20293082
VZ0Z-30-62
bZ0Z-930-£ 1
PZ0Z-230-ET
b202-230-50
$ZOZ-AON-BZ
YEOZ-AON-TZ
PZOZ-AON-TT
PZOZ-PO-1E
PZOZ-PO-5E
bZ0Z-POZE
bZ0Z-PO-ST
bZ0Z-P0-80
bZ0Z-PO-E0
Zoz-das-£2
yene-dag-z1
Z0z-0ag-50
bE0z-bny-az
PEOE-DNY-EE
$E0Z-Brv-£1
pzoz-Eny-on
bE0E-INC-02

bZOZ-INC-61

bE0Z-INC-60

PE0Z-INC-E0

PZOZ-UNC-12
bZ0Z-UnC-80
PZOZ-UNC-10
$Z0Z-AEU-BT
PEOZ-AEW-LT
YE0Z-AEL-OT
PE0E- -0

Date

EQC Lot Number:DM23117;DM23204; DM24245;

EQC:Optitrol Blue

Analyte:anti-HCoV

Assays:Abbott Alinity | Ant-HOV I;

From:01-Jan-2024 to 30-May-2025

Laboratery:MRL : 1750

615326E00 M 62268BE00 - 53247800 - 63747BE00 -7~ 64331BE00 A 66453BE00 @ 69017BE00

Trend: KitLot Number; Test Process: Detection - 57243BE00 -4 591408E00 @ 61277BE0D

-#8- 711958E00

Figure 36- Participant 1750 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Date

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025
Trend: KitLot Number; Test Process: Detection -#- §43316E00 4~ 66453BE00

Figure 37- Participant 1755 data reported on the Abbott Alinity i Anti-HCV |l assay for

Optitrol Blue.

Laboratory:NRL : 1755
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Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1852

69017BE0D

Trend: KitLot Number; Test Process: Detection -#§- 63747BEQ0 @~ §43315E00 @ 66453BE00

Figure 38- Participant 1852 data reported on the Abbott Alinity i Anti-HCV |l assay for

Optitrol Blue.
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EQC Lot Number:DM23117;DM23204; DM24245;

EQC:Optitrol Blue

Analyte:anti-HCoV
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59140BE00 M 61277BE00 - 52268BE00 - 63247BE00 ¥~ 63747BE00 A 64331BE00 @ 66227BE00

Assays:Abbott Alinity | Ant-HOV I;

69017BE0D -'W- 71195BE00

Figure 39- Participant 1892 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

From:01-Jan-2024 to 30-May-2025
Trend: KitLot Number; Test Process: Detection - 55079BE00 49 56224BE00 @ 57243BE00

Laboratory:NRL : 1892
-#8- 66453BE00 - 66139BE0D
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Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1973

- §6453BE00 - 63017BE00 - 71195BEQD

Figure 40- Participant 1973 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 63247BEQ0 @~ 637475E00 @ 66227BE00
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Date

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025
Trend: KitLot Number; Test Process: Detection -# 664545E00 4~ 68194BE00

Figure 41- Participant 2000 data reported on the Abbott Alinity i Anti-HCV |l assay for

Optitrol Blue.
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 2258

71135BE0D

Trend: KitLot Number; Test Process: Detection -#§- 64331BE00 -4~ 664535E00 @ 69017BE00

Figure 42- Participant 2258 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analyte:anti-HoV

Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 2260

72622BE00

Trend: KitLot Number; Test Process: Detection -#§- 64336BE00 @~ 664545E00 @ 68194BED0

Figure 43- Participant 2260 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 2264

68034BE00 M- 71195BE0D

Figure 44- Participant 2264 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 64331BE00 -4~ 681895E00 @ 63017BED0
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Assays:Abbott Alinity | Ant-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 2265

68017BE00 M- 71195BE0D

Trend: KitLot Number; Test Process: Detection -#§- 63747BEQ0 @ 662275E00 @ 65453BE00

Figure 45- Participant 2265 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 2273

Trend: KitLot Number; Test Process: Detection -$§ 54331BE00 - 681945E00 -@- 72335BE00

Figure 46- Participant 2273 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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From:01-Jan-2024 to 30-May-2025

Laboratory:MRL : 2284

Trend: KitLot Number; Test Process: Detection -$§ 58194BE00 - 72335BE00

Figure 47- Participant 2284 data reported on the Abbott Alinity i Anti-HCV |l assay for

Optitrol Blue.
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Figure 48- Participant 2291 data reported on the Abbott Alinity i Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23117;0M23204;DM24243;

EQC:0ptitrol Blue

Analytezanti-HOV

Assays:Abbott ARCHITECT Anti-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 1429

58016BE00 -M- 62357BE00 4 523576601 - 67054BE00 -7~ 68373BE00 - §9348BED

Figure 49- Participant1429 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 51336BE00 -4~ 562195E00 @ 57289BE00
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EQC Lot Number:DM23117;DM23204;DM2424%;

EQC: Optitrol Blue

Analyte:anti-HOV

Assays:Abbott ARCHITECT Anti-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1432

56219BE00 M 57289BE00 - 59016800 - 60601BE00 -7~ 61609BE00 & 62357BE00 @ 654958E00

Trend: KitLot Number; Test Process: Detection - 54122BE00 -4 544358E00 @ 55074BE00D

-#8- 68373BE00 - 69348BED

Figure 50- Participant 1432 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23117;0M23204;DM24243;

EQC:0ptitrol Blue

Analytezanti-HOV

Assays:Abbott ARCHITECT Anti-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 1742

67049BE00

Trend: KitLot Number; Test Process: Detection -#§- 60346BE00 @~ 605875E00 - 65491BE00

Figure 51- Participant 1742 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue.
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EQC Lot Number:DM23204;DM24245;

EQC:0ptitrol Blue

Analytezanti-HOV

Assays:Abbott ARCHITECT Anti-HCV I

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 2253

67049BE00 -@- 63369BE00 - 683736600 - 69348BE00 -k~ 71329BE00

Figure 52- Participant 2253 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§- 62353BE00 -4~ 654315E00 @ 65495BE00
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EQC LotNumber:DM24245;

EQC:0ptitrol Blue

Analyte:anti-HOV

Assays:Abbott ARCHITECT Anti-HCOV T

From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 2280

Trend: KitLot Number; Test Process: Detection -$§ 58373BE00 - 693485E00 -@- 71329BE00

Figure 53- Participant 2290 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue.
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Laboratory:MRL : 2297 From:01-Jan-2024 to 30-May-2025 Assays:Abbott ARCHITECT Anti-HCOV T Analyte:anti-HOV EQC:0ptitrol Blue EQC LotNumber:DM24245;

Trend: KitLot Number; Test Process: Detection -$§ 57054BE00 - 68373BE00

Figure 54- Participant 2297 data reported on the Abbott ARCHITECT Anti-HCV Il assay for
Optitrol Blue.
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Laboratory:MNRL : 2288 From:01-Jan-2024 to 30-May-2025 Assays:Abbott ARCHITECT Anti-HCOV T Analyte:anti-HOV EQC:0ptitrol Blue EQC LotNumber:DM24245;

Trend: KitLot Number; Test Process: Detection -$§ 58373BE00 - 69346BE00

26-May-2025
28-May-2025

Figure 55- Participant 2298 data reported on the Abbott ARCHITECT Anti-HCV I
Optitrol Blue.
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Assays:DiaSorin LIAISON Treponema Saeen;

EQC:Optitrol Blue

Analyte:anti-Treponema paliidum

From:01-Jan-2024 to 30-May-2025

Laboratery:MRL : 1615

EQC Lot Number:DM23117;0M23204;DM24063;DM24245;

- 332028 - 332029 - 332030

Trend: KitLot Number; Test Process: Detection -#§- 332023 -4~ 332026 @ 332027

Figure 56 - Part

t 1615 data reported on the DiaSorin LIAISON Treponema Screen

icipan

assay for Optitrol Blue.
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Assays:DiaSorin LIAISON Treponema Saeen;

EQC:Optitrol Blue

Analyte:anti-Treponema paliidum

From:01-Jan-2024 to 30-May-2025

Laboratory:MRL : 1848

EQC Lot Number:DM24063;0M24191;DM24245;

332030 - 332031

Trend: KitLot Number; Test Process: Detection -#§ 332027 -4~ 332023 - 332029

Figure 57 - Participant 1848 data reported on the DiaSorin LIAISON Treponema Screen

assay for Optitrol Blue.
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Trend: KitLot Number; Test Process: Detection -#§- 332028 - 332029 - 332030

EQC Lot Number:DM24063;DM24245;

Laboratory:NRL : 2247

Figure 58 - Participant 2247 data reported on the DiaSorin LIAISON Treponema Screen

assay for Optitrol Blue.
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EQC:0ptitrol Blue

Analyte:HBsAg
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Assays:DiaSorin LIAISON XL MUREXHBsAg Quart;

- 132068 - 132069 - 132070 - 132071 - 132072

Figure 59 - Participant 1615 data reported on the DiaSorin LIAISON XL MUREX HBsAg

Quant assay for Optitrol Blue.

From:01-Jan-2024 to 30-May-2025
Trend: KitLot Number; Test Process: Detection -#§- 132060 -4~ 132066 - 132067

EQC Lot Number:DM23117;0M23204;DM24063;DM24131;DM24245;

Laboratery:MRL : 1615
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Date

Assays:DiaSorin LIAISON XL MUREXHBsAg Quart;

EQC Lot Number:DM24063;0M24191;DM24243;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-Jan-2024 to 30-May-2025

Laboratory:MNRL : 1848

132069 @ 132070

Trend: KitLot Number; Test Process: Detection -#- 122069 -4~ 132067 @ 132068

Figure 60 - Participant 1848 data reported on the DiaSorin LIAISON XL MUREX HBsAg

Quant assay for Optitrol Blue.
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Date

Assays:DiaSorin LIAISON XL MUREXHBsAg Quart;

EQC Lot Number:DM23204;0M24063;DM24243;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-Jan-2024 to 30-May-2025

Laboratory:NRL : 2247

132071

Figure 61 - Participant 2247 data reported on the DiaSorin LIAISON XL MUREX HBsAg

Quant assay for Optitrol Blue.

Trend: KitLot Number; Test Process: Detection -#§ 132068 -4~ 132069 - 132070
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Figure 62 - Participant 1848 data reported on the DiaSorin LIAISON XL MUREX HIV Ab/Ag
assay for Optitrol Blue.
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