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INTRODUCTION

NRL was contacted by the Peruvian Distributor regarding an observed progressive decrease
in S/Co value when testing Optitrol Blue DM23117 on the Abbott Alinity i HBsAg Qualitative
assay (Participant 1891) and on the Abbott ARCHITECT HBsAg Qualitative Il assay
(Participant 2233). All data available reported to EDCNet for HBsAg assays testing with
Optitrol Blue DM23117 were reviewed.

FINDINGS

1 Figure 1- Participant 1891 data reported on the Abbott Alinity i HBsAg Qualitative Il assay for
Optitrol Blue DM23117.

9 Figure 2- Participant 1891 data reported on the Abbott Alinity i HBsAg Qualitative Il assay for the
Abbott positive Kit control.

9 Figure 3- Comparison chart of data reported by Participant 1891 for Optitrol Blue DM23117 and
Abbott Positive Kit control on the Abbott Alinity i HBsAg Qualitative 1l assay.

9 Figure 4- Peer group data reported on the Abbott Alinity i HBsAg Qualitative Il assay for
Optitrol Blue DM23117 by patrticipant, for reagent lots in use by Participant 1891.

9 Figure 5- Peer group data reported on the Abbott Alinity i HBsAg Qualitative Il assay for
Optitrol Blue DM23117 by reagent lot, for reagent lots in use by Participant 1891.

9 Figure 6- Peer group data and mean S/Co values reported on the Abbott Alinity i HBsAg
Qualitative 1l assay for Optitrol Blue DM23117 by reagent lot, for reagent lots in use by
Participant 1891.

9 Figure 7- Peer group data reported on the Abbott Alinity i HBsAg Qualitative Il assay for
Optitrol Blue DM23117 by reagent lot, for all reagent lots in use across the peer group
from 01 January through 10 March 2025.

9  Figure 8- Participant 8 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
Blue DM23117.

9 Figure 9- Participant 58 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
Blue DM23117

9 Figure 10- Participant 1380 data reported on the Abbott Alinity i HBsAg Qualitative 1l for
Optitrol Blue DM23117

9 Figure 11- Participant 1428 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 12- Participant 1429 data reported on the Abbott Alinity i HBsAg Qualitative 1l for
Optitrol Blue DM23117

9 Figure 13- Participant 1431 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 14- Participant 1562 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 15- Participant 1566 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 16- Participant 1614 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 17- Participant 1620 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 18- Participant 1666 data reported on the Abbott Alinity i HBsAg Qualitative 1l for
Optitrol Blue DM23117

9 Figure 19- Participant 1689 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 20- Participant 1732 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 21- Participant 1744 data reported on the Abbott Alinity i HBsAg Qualitative Il for
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Optitrol Blue DM23117

9 Figure 22- Participant 1747 data reported on the Abbott Alinity i HBsAg Qualitative 1l for
Optitrol Blue DM23117

9 Figure 23- Participant 1748 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 24 Participant 1750 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
Blue DM23117

9 Figure 25- Participant 1753 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 26- Participant 1860 data reported on the Abbott Alinity i HBsAg Qualitative 1l for
Optitrol Blue DM23117

9 Figure 27- Participant 1870 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 28- Participant 1892 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 29- Participant 1945 data reported on the Abbott Alinity i HBsAg Qualitative Il for
Optitrol Blue DM23117

9 Figure 30- Participant 1891 data reported on the Abbott Alinity i Anti-HBc Il assay for Optitrol
Blue DM23117.

9 Figure 31- Participant 1891 data reported on the Abbott Alinity i Anti-HCV |l assay for Optitrol
Blue DM23117.

9 Figure 32- Participant 1891 data reported on the Abbott Alinity i HIV Ag/Ab Combo assay for
Optitrol Blue DM23117.

9 Figure 33- Participant 1891 data reported on the Abbott Alinity i rHTLV-I-Il Combo assay for
Optitrol Blue DM23117.

9 Figure 34- Participant 1891 data reported on the Abbott Alinity i Syphilis TP assay for Optitrol
Blue DM23117.

9 Figure 35- Participant 2233 data reported on the Abbott ARCHITECT HBsAg Qualitative |l
assay for Optitrol Blue DM23117.

9 Figure 36- Participant 2233 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for the Abbott positive Kit control.

9 Figure 37- Comparison chart of data reported by Participant 2233 for Optitrol Blue DM23117 and
Abbott Positive Kit control on the Abbott ARCHITECT HBsAg Qualitative Il assay.

9 Figure 38- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117 by participant, for reagent lots in use by Participant 2233.

9 Figure 39- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative 1l assay
for Optitrol Blue DM23117 by reagent lot, for reagent lots in use by Participant 2233.

9 Figure 40- Peer group data and mean S/Co values reported on the Abbott ARCHITECT HBsAg
Qualitative 1l assay for Optitrol Blue DM23117 by reagent lot, for reagent lots in use by
Participant 2233.

9 Figure 41- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117 by reagent lot, for all reagent lots in use across the peer group
from 01 January through 10 March 2025.

9 Figure 42- Participant 8 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.

9 Figure 43- Participant 36 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.

9 Figure 44- Participant 49 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.

9 Figure 45-Participant 58 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.

9 Figure 46- Participant 66 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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9 Figure 47- Participant 128 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 48- Participant 220 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 49- Participant 365 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 50- Participant 1429 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 51- Participant 1432 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 52- Participant 1737 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 53- Participant 1742 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 54- Participant 1749 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 55- Participant 1754 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 56- Participant 1858 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 57- Participant 1888 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 58- Participant 1890 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 59- Participant 1891 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 60- Participant 1894 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 61- Participant 1939 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 62- Participant 1944 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 63- Participant 1947 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 64- Participant 1973 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 65- Participant 1990 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 66- Participant 1997 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 67- Participant 2176 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 68- Participant 2177 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 69- Participant 2248 data reported on the Abbott ARCHITECT HBsAg Qualitative
assay for Optitrol Blue DM23117.

9 Figure 70- Participant 2271 data reported on the Abbott ARCHITECT HBsAg Qualitative Il
assay for Optitrol Blue DM23117.

9 Figure 72- Participant 2233 data reported on the Abbott ARCHITECT Anti-HBc Il assay for
Optitrol Blue DM23117.

9 Figure 72- Participant 2233 data reported on the Abbott ARCHITECT Anti-HCV |l assay for
Optitrol Blue DM23117.

9 Figure 73-Participant 2233 data reported on the Abbott ARCHITECT HIV Ag/Ab Combo assay
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for Optitrol Blue DM23117.

9 Figure 74- Participant 2233 data reported on the Abbott ARCHITECT rHTLV-I-1l assay for
Optitrol Blue DM23117.

9 Figure 75- Participant 2233 data reported on the Abbott ARCHITECT Syphilis TP assay for
Optitrol Blue DM23117.

9 Figure 76-Peer group data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
assay for Optitrol Blue DM23117 by participant.

9 Figure 77- Peer group data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
assay for Optitrol Blue DM23117 by reagent lot.

9 Figure 78-Partitipant 57 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
assay for Optitrol Blue DM23117.

9 Figure 79-Participant 1353 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
assay for Optitrol Blue DM23117.

9 Figure 80-Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
assay for Optitrol Blue DM23117.

9 Figure 81-Abbott Positive Kit control data reported by Participant 58 on the Abbott Alinity i HBsAg
Qualitative Il assay.

9 Figure 82 Abbott Positive Kit control data reported by Participant 1747 on the Abbott Alinity i
HBsAg Qualitative Il assay.

9 Figure 83- Abbott Positive Kit control data reported by Participant 1748 on the Abbott Alinity i
HBsAg Qualitative Il assay.

9 Figure 84- Abbott Positive Kit control data reported by Participant 1753 on the Abbott Alinity i
HBsAg Qualitative Il assay.

9 Figure 85- Abbott Positive Kit control data reported by Participant 1860 on the Abbott Alinity i
HBsAg Qualitative Il assay.

9 Figure 86- Abbott Positive Kit control data reported by Participant 1945 on the Abbott Alinity i
HBsAg Qualitative Il assay.

9 Figure 87- Abbott Positive Kit control data reported by Participant 1429 on the Abbott
ARCHITECT HBsAg Qualitative Il assay.

9 Figure 88- Abbott Positive Kit control data reported by Participant 1432 on the Abbott
ARCHITECT HBsAg Qualitative Il assay.

9 Figure 89- Abbott Positive Kit control data reported by Participant 1737 on the Abbott
ARCHITECT HBsAg Qualitative Il assay.

9 Figure 90- Abbott Positive Kit control data reported by Participant 1749 on the Abbott
ARCHITECT HBsAg Qualitative Il assay.

9 Figure 91- Abbott Positive Kit control data reported by Participant 1890 on the Abbott
ARCHITECT HBsAg Qualitative Il assay.

DISCUSSION

Data reported by Participant 1891 for Optitrol Blue DM23117 and Abbott Positive Kit control
when testing on the Abbott Alinity i HBsAg Qualitative Il assay are illustrated in Figures 1 and
2, respectively. Figure 3 illustrates these data in a single chart for comparison. Six reagent
lots were in use, 50362FNO0O, 54074FN00, 59341FZ00, 61288FZ00, 64236FZ00 and
66206FZ00, for both quality control (QC) products, similar shifts were observed due reagent
lot variation and known/expected calibration and/or maintenance events, noted by * on Figure
3. These shifts were observed both within- and between-reagent lot usage for data reported
for Optitrol Blue DM23117.

Figures 4, 5 and 6 illustrate Peer group data reported on the Abbott Alinity i HBsSAg Qualitative
Il assay testing with Optitrol Blue DM23117 and the six reagent lots in use for Participant 1891.
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Figures 5 and 6 illustrate reagent lot variation, noting both a trend down in S/Co values
consistent across the peer group and Participant 1891 data reported lower than that of the
peer group data and mean S/Co value for all six reagent lots in use. Figure 7 shows peer
group data for all reagent lots where Optitrol Blue DM23117 was in use on the Abbott Alinity i
HBsAg Qualitative Il assay. A trend down in reagent variation was observed.

Figures 8 through 29 show each peer group participant Levy Jenning chart for Optitrol Blue
DM23117 reported on the Abbott Alinity i HBsAg Qualitative Il assay. A total of 22 participants
had reported data across 23 reagent lots. Reagent lot variation and shifts due to calibration or
maintenance were observed consistently across the peer group. No evidence of a downward
trend specific to Optitrol Blue DM23117 was identified for the peer group.

Figures 30 through 34 show Participant 1891 data reported for Optitrol Blue DM23117 on the
Abbott Alinity i Anti-HBc II, Abbott Alinity i Anti-HCV II, Abbott Alinity i HIV Ag/Ab Combo,
Abbott Alinity i rHTLV-I/Il and Abbott Alinity i Syphilis TP assays. Expected reagent lot
variation and shifts due to calibration or maintenance were observed for each assay. No
evidence of a downward trend specific to Optitrol Blue DM23117 was identified.

Data reported by Participant 2233 for Optitrol Blue DM23117 and Abbott Positive Kit control
testing with the Abbott ARCHITECT HBsAg Qualitative Il assay are illustrated in Figures 35,
36 and 37 respectively. Figure 37 illustrates these data in a single chart for comparison. Five
reagent lots were in use, 59411FZ00, 62186FZ00, 64137FZ00, 66091FZ00 and 68095FZ00,
for both Quality Control (QC) products, similar shifts observed due reagent lot variation and

known or expected calibration and / or maintenance events, noted by * on Figure 37. These

shifts were observed both within and between reagent lot usage for data reported for Optitrol
Blue DM23117.

Figures 38 through 41 illustrate Peer group data reported for Optitrol Blue DM23117 testing
with the Abbott ARCHITECT HBsAg Qualitative Il assay and the five reagent lots in use for
Participant 2233. Figures 37 and 38 illustrate reagent lot variation, noting both a trend down
in S/Co values consistent across the peer group and Participant 1891 data reported lower than
that of the peer group data and mean S/Co value for all three of the six reagent lots in use.
For two reagent lots, 66091FZ00 and 68095FZ00, where Participant 2233 reported a mean
S/Co value equal to or higher than the peer group a maximum of three data points were
reported.

Figures 42 through 70 show each peer group participant Levy Jenning chart for Optitrol Blue
DM23117 reported on the Abbott ARCHITECT HBsAg Qualitative. A total of 28 participants
had reported data across 52 reagent lots. Reagent lot variation and shifts due to calibration or
maintenance were observed consistently across the peer group. No evidence of a downward
trend specific to Optitrol Blue DM23117 was identified for the peer group.

Figures 71 through 75 show Participant 1891 data reported for Optitrol Blue DM23117 when
tested with the Abbott ARCHITECT Anti-HBc II, Abbott ARCHITECT Anti-HCV I, Abbott
ARCHITECT HIV Ag/Ab Combo, Abbott ARCHITECT rHTLV-I/Il and Abbott ARCHITECT
Syphilis TP assays. Expected reagent lot variation and shifts due to calibration or
maintenance were observed for each assay. No evidence of a downward trend specific to
Optitrol Blue DM23117 was identified.

Figures 76 and 77 show peer group data reported to EDCNet for Optitrol Blue DM23117 on
the DiaSorin LIAISON XL MUREX HBsAg Quant assay. Figures 78, 79 and 80 show individual
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participant data reported to EDCNet for Optitrol Blue DM23117 on the DiaSorin LIAISON XL
MUREX HBsAg Quant assay. Minimal reagent lot variation was observed and no evidence of
a downward trend specific to Optitrol Blue DM23117 was identified.

Similar observation to the downward trend reported by Participants 1891 and 2233 for each
the Abbott Alinity i HBsAg Qualitative 1l and Abbott ARCHITECT HBsAg Qualitative Il assay
respectively were observed for Participants 58, 1747, 1748, 1753, 1860 and 1945 (Figures 9,
22, 23, 25, 26 and 29) on the Abbott Alinity i HBsAg Qualitative |l assay and for Participants
128, 1429, 1432, 1737, 1749, 1890 and 1939 (Figures 47, 50, 51, 52, 54, 58 and 61) on the
Abbott ARCHITECT HBsAg Qualitative Il assay. A review of data reported for each of these
participants showed shifts due to reagent lot variation and / or scheduled and required
calibration and maintenance events. These findings were reflected in the Abbott positive Kit
control data reported by each participant where the data shifts and trends observed for the
Optitrol Blue DM23117 are observed for the reported Abbott Positive Kit control (Figures 81
through 91). No Abbott positive kit control data were reported by Participants 128 and 1939.

The appearance of a downward trend reported by Participants 1891 and 2233 for each the
Abbott Alinity i HBsAg Qualitative Il and Abbott ARCHITECT HBsAg Qualitative Il assay
respectively was also observed for Abbott positive Kit control data from both participants and
reflected in peer group data for both the Optitrol Blue DM23117 and Abbott positive kit control
samples.

All data findings appear to rule out an overall downward trend specific to or due to the use
Optitrol Blue DM23117.

RECOMMENDATIONS

NRL recommends participants record calibration, maintenance and new reagent and quality
control sample into EDCNet to aid in data review.

NRL recommends participants report and review assay manufacture kit control data in
partnership with Optitrol data.

NRL recommends participants ensure Optitrol products are stored and used as per the
product IFU.

NRL recommends participants ensure all assay components, such as reagent kits, are
stored and used as per the product IFU.
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From:01:

Laboratory:NRL : 1891

- 61288FZ00 M- 64236FZ00 - 66206FZ00

Trend: KitLot Number; Test Process: Detection -§ 50362FN00 - 54074FN00 @ 59341FZ00

— QConnect Range:1.40to 3.30

Figure 1- Participant 1891 data reported on the Abbott Alinity i HBsAg Qualitative Il assay for Optitrol

Blue DM23117.
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Figure 2- Participant 1891 data reported on the Abbott Alinity i HBsAg Qualitative Il assay for the

Abbott positive Kit control.

Page 10 of 99

PMM-QC-2434



S0362FNOD
S4074FNOD
S59341FZ00
54074FNO0
61288FZ00
59341FZ00
59341FZ00
B4236FZ00
B4236FZ00
61288FZ00
66206FZ00

B6128BFZ00
B6206FZ00

1
i
:
E
;

Positive Kit Control

ﬁ \
e fd&ﬁ 1 M"@r‘ S—

5
=
&
&
Date
Laboratory:NRL : 1891 From:01-Jan-2023 to 10-Mar-2025 Assays:Abbott Alinity | HBsAg Qualitative I; KitContral: Positive Laboratories:NRL :

Optitrol Blue DM23117
Trend: KitLot Number; Test Process: Detection - 50362FN00 - 54074FN00 - 59341FZ00 61288FZ00 M- 64236FZ00 - 66206FZ00

Note: Custom ¥ Axis range used.

EREp=pspsys el =i
SESESESEREERE &R

06-Mar-!

1891; Test KitLot Numbers:66206FZ00;

Figure 3- Comparison chart of data reported by Participant 1891 for Optitrol
Positive Kit control on the Abbott Alinity i HBsAg Qualitative Il assay.
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Figure 4- Peer group data reported on the Abbott Alinity i HBsAg Qualitative 1l assay for Optitrol
Blue DM23117 by participant, for reagent lots in use by Participant 1891.
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Figure 5- Peer group data reported on the Abbott Alinity i HBsAg Qualitative 1l assay for Optitrol
Blue DM23117 by reagent lot, for reagent lots in use by Participant 1891.
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— QConnect Range: 1.40to 3.30

Figure 6- Peer group data and mean S/Co values reported on the Abbott Alinity i HBSAg
Qualitative 1l assay for Optitrol Blue DM23117 by reagent lot, for reagent lots in use by
Participant 1891.
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— QConnect Range:1.40to 3.30

Figure 7- Peer group data reported on the Abbott Alinity i HBsAg Qualitative 1l assay for Optitrol
Blue DM23117 by reagent lot, for all reagent lots in use across the peer group from 01
January through 10 March 2025.
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Assays:Abbott Alinity i HBsAg Qualitative I

From:01-Jan-2024 to 26-May-2025
Trend: KitLot Number; Test Process: Detection -§ 53621FN00 - 55638FN00 @ 57450FN0D

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Laboratory:MRL: 8
— QConnect Range: 1.40to 3.30

Figure 8- Participant 8 data reported on the Abbott Alinity i HBsAg Qualitative 1l for Optitrol Blue

DM23117.
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Figure 9- Participant 58 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol Blue

DM23117.
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Figure 11- Participant 1428 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Figure 13- Participant 1431 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
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Figure 14- Participant 1562 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
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Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1566

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

64236FZ00

Trend: KitLot Number; Test Process: Detection -§ 55191FN00 - 59341FZ00 - 61288FZ00

— QConnect Range: 1.40to 3.30

Figure 15- Participant 1566 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Laboratory:NRL : 1614 From:01-Jan-2024 to 25-May-2025 Assays:Abbott Alinity i HBsAg Qualitative I

Test Kit Lot Numbers:53621FN00;54074FN00;59341FZ00; 61286FZ00; 64236FZ00;66206F200;
Trend: KitLot Number; Test Process: Detection -§ 55191FN00 - 59341FZ00 - 61288FZ00

— QConnect Range: 1.40to 3.30
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Figure 16- Participant 1614 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative IT;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-May-2024 to 28-May-2025

Laboratory:MRL : 1620

66206FZ00

Trend: KitLot Number; Test Process: Detection -$§ 59341FZ00 4 61288FZ00 @ 64236FZ00

— QConnect Range: 1.40to 3.30

Figure 17- Participant 1620 data reported on the Abbott Alinity i HBsAg Qualitative 1l for Optitrol

Blue DM23117.
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Laboratory:NRL : 1666 From:01-Jan-2024 to 25-May-2025 Assays:Abbott Alinity i HBsAg Qualitative I Analyte:HBsAg EQC:0ptitrol Blue EQC LotNumber:DM23117;

Test Kit Lot Numbers:53621FN00;54074FN00;59341FZ00; 61286FZ00; 64236FZ00;66206F200;
Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 61288FZ00 64236FZ00

— QConnect Range: 1.40to 3.30

Figure 18- Participant 1666 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol
Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1689

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

63351FZ00 @ 64236FZ00 - 66206FZ00

Trend: KitLot Number; Test Process: Detection -§if 54074FN00 ~@- 55191FN00 @ 59341FZ00

— QConnect Range: 1.40to 3.30

Figure 19- Participant 1689 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1732

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

63351FZ00

Trend: KitLot Number; Test Process: Detection -§ 54074FN00 - 55191FN00 @ 61288FZ00

— QConnect Range: 1.40to 3.30

Figure 20- Participant 1732 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1744

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 61288FZ00

— QConnect Range: 1.40to 3.30

Figure 21- Participant 1744 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative T

EQCLotNumber:DM23117;

EQC:Optitral Blue

Analyte:HEsAg

From:01-Jan-2024 to 27-May-2025

Laboratory:MRL : 1747

61322FZ00 @ 63337FZ00

Trend: KitLot Number; Test Process: Detection - 54074FN00 4 57454FN00 @ 59361FZ00

— QConnect Range: 1.40to 3.30

Figure 22- Participant 1747 data reported on the Abbott Alinity i HBsAg Qualitative 1l for Optitrol

Blue DM23117.
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Laboratory:NRL : 1748 From:01-Jan-2024 to 25-May-2025 Assays:Abbott Alinity i HBsAg Qualitative I Analyte:HBsAg EQC:0ptitrol Blue EQC LotNumber:DM23117;

Test Kit Lot Numbers:53621FN00;54074FN00;59341FZ00; 61286FZ00; 64236FZ00;66206F200;
Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 61288FZ00

— QConnect Range: 1.40to 3.30

Figure 23- Participant 1748 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1750

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

63351FZ00 - 64236FZ00

Trend: KitLot Number; Test Process: Detection -§ 55191FN00 - 57454FN00 @ 61288FZ00

— QConnect Range: 1.40to 3.30

Figure 24 Participant 1750 data reported on the Abbott Alinity i HBsAg Qualitative 1l for Optitrol

Blue DM23117.
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Assays:Abbott Alinity i HBsAg Qualitative I

66206FZ00 M- 68089FZ00 - 73310FZ00

From:01-]an-2024 to 26-May-2025
Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 64236FZ00

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Laboratory:NRL : 1753
— QConnect Range: 1.40to 3.30

Figure 25- Participant 1753 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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EQC:0ptitrol Blue

Analyte:HBsAg

Date

Assays:Abbott Alinity i HBsAg Qualitative I
64236FZ00

From:01-]an-2024 to 26-May-2025
Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 61288FZ00

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Laboratory:NRL : 1860
— QConnect Range: 1.40to 3.30

Figure 26- Participant 1860 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
PMM-QC-2434
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Date

Assays:Abbott Alinity i HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 26-May-2025

Laboratory:NRL : 1870

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

64236FZ00

Trend: KitLot Number; Test Process: Detection -§§ 50341FZ00 -4~ 61283FZ00 @ 63351FZ00

— QConnect Range: 1.40to 3.30

Figure 27- Participant 1870 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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EQC:0ptitrol Blue

Analyte:HBsAg

Date

Assays:Abbott Alinity i HBsAg Qualitative I

59341FZ00 M- 61288FZ00 - 63351FZ00

From:01-]an-2024 to 26-May-2025
Trend: KitLot Number; Test Process: Detection -§ 54074FN00 - 55191FN00 @ 57454FN00

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Laboratory:NRL : 1892
— QConnect Range: 1.40to 3.30

Figure 28- Participant 1892 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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EQC:0ptitrol Blue

Analyte:HBsAg

Date

Assays:Abbott Alinity i HBsAg Qualitative I

61322FZ00 - 63337FZ00

From:01-]an-2024 to 26-May-2025
Trend: KitLot Number; Test Process: Detection -§i 54074FN00 - 59341FZ00 - 59361FZ00

TestKit Lot Numbers:53621FN00;54074FN00;59341FZ00;61288FZ00;64236FZ00;66206F200;

Laboratory:NRL : 1345
— QConnect Range: 1.40to 3.30

Figure 29- Participant 1945 data reported on the Abbott Alinity i HBsAg Qualitative Il for Optitrol

Blue DM23117.
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EQC LotNumber:DM23117;
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EQC:Optitrol Blue

Analyte:anti-HBc IgG

Date
59043BE00 - 603248E00 -4 633578E00 - 65301BE0D -7~ 67549BE00

Assays:Abbott Alinity | Anti-HBc I;

From:30-Nov-2023 to 10-May-2025
Trend: KitLot Number; Test Process: Detection -§§ 50530BE00 -4 533018E00 -@- 56031BE0D

Laboratory:MNRL : 1891
— QConnect Range:2.40to 3.30

Figure 30- Participant 1891 data reported on the Abbott Alinity i Anti-HBc Il assay for Optitrol

Blue DM23117.
PMM-QC-2434
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Date

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:anti-How

Assays:Abbott Alinity | Ant-HOV I

From:30-Nov-2023 to 10-May-2025

Laboratory:MNRL : 1891

61277BE00 - 622688E00 - 637478E00 -l 66227BE00

Trend: KitLot Number; Test Process: Detection -§§ 52549BE00 -4~ 550798E00 - 56224BE00

— QConnect Range:4.30to 6.20

Figure 31- Participant 1891 data reported on the Abbott Alinity i Anti-HCV Il assay for Optitrol

Blue DM23117.
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Date

Assays:Abbott Alinity | HIV Ag/b Combo;

EQC:0ptitrol Blue EQC LotNumber:DM23117;

Analyte:HIV p24 Ag/Anti-HV

From:30-Nov-2023 to 10-May-2025

Laboratory:MNRL : 1891

61728BE00 - 635718E00 -4 650508E00 - 68074BE0D -7~ 70197BE00

Trend: KitLot Number; Test Process: Detection -§§ 51703BE00 -4 56706BE00 -@- 57663BE00

— QConnect Range:2.40to 7.90

Figure 32- Participant 1891 data reported on the Abbott Alinity i HIV Ag/Ab Combo assay for

Optitrol Blue DM23117.
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EQCLotNumber:DM23117;

EQC:Optitrol Blue

Analyte:anti-HTLV-LI

Assays:Abbott Alinity | rHTLV-JIL;

From:30-Nov-2023 to 10-May-2025

Laboratory:MNRL : 1891

57623BE00 - 601078E00 - 664008E00 -l 67413BE00

Trend: KitLot Number; Test Process: Detection -§§ 50352BE00 -4~ 520798E00 - 55512BE00

— QConnect Range: 1.50 to 2.60

Figure 33- Participant 1891 data reported on the Abbott Alinity i rHTLV-I-Il Combo assay for

Optitrol Blue DM23117.
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EQC:Optitrol Blue EQC LotNumber:DM23117;

Analyte:anti-Treponema pallidum

Assays:Abbott Alinity | Syphilis TP

From:30-Nov-2023 to 10-May-2025

Laboratory:MNRL : 1891

62009BE00 - 660638E00 - 67721BEDD

Trend: KitLot Number; Test Process: Detection -§§ 50281BE00 -4 550628E00 @ 60195BE00

— QConnect Range:3.10to 4.00

Figure 34- Participant 1891 data reported on the Abbott Alinity i Syphilis TP assay for Optitrol

Blue DM23117.
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EQC LotNumber:DM23117;

Date
Analyte:HBsAg EQC:Optitrol Blue

Assays:Abbott ARCHITECT HBsAg Qualitative I;
66091FZ00 @ 58095FZ00

From:01-]an-2024 to 27-May-2025
Trend: KitLot Number; Test Process: Detection -§ 50411FZ00 - 62186FZ00 @ 64137FZ00

Laboratory:NRL : 2233
— QConnect Range: 1.40to 3.40

Figure 35- Participant 2233 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Test KitLot Numbers:68095FZ00;

Laboratories:NRL : 2233;

KitControl:Positive

Date

Assays:Abbott ARCHITECT HBsAg Qualitative Iy
66091FZ00 @ 68095FZ00

Figure 36- Participant 2233 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay for

the Abbott positive Kit control.

From:24-Jul-2024 to 08-Apr-2025
Trend: KitLot Number; Test Process: Detection -$§ 59411FZ00 -4~ 62186FZ00 @ 64137FZ00

Laboratory:NRL : 2233
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Laboratory:MNRL : 2233 From:24-Jul-2024 to 08-Apr-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; KitCantrol:Positive Laboratories:NRL : 2233;
Optitrol Blue DM23117
Trend: KitLot Number; Test Process: Detection -$ 59411FZ00 -4 62136FZ00 @ 64137FZ00 66091FZ00 @ 58095FZ00

Note: Custom Y Axis range used.

Mogwn g gy
gggEg854¢4
HERREERHER

08-Apr-2025

TestKitLotNumbers:68095FZ00;

Figure 37- Comparison chart of data reported by Participant 2233 for Optitrol Blue DM23117 and Abbott

Positive Kit control on the Abbott ARCHITECT HBsAg Qualitative Il assay.

PMM-QC-2434

Page 45 of 99




3.60

340

3.30

S/Co

2.20 L
2.10 L ]

2.00 °

1.90 - .

1.70 4

3
L
[slie e3 v s}
[sIE /18000 Tis N o]
O OO0 OO CEDImD
[ ]

1.50 o

1.30

1.20

1.10 o

T T . T T T T . . T T T
P P o @ + o ~ P - s o o
a8 & o 2 & g2 g a s = g2 3
4 g u = 3 g g s Z S g 5
& b4 = = = S 3 T Z & L 5
= = =4 2 2 = = =4 =4 2 = =
= = Z = = = = Z Z = = =
Laboratory

Laboratory:NRL : 2233 Grouped by:Laboratory From:24-Jul-2024 to 08-Apr-2025 Assays:Abbott ARCHITECT HBsAg Qualitative IT; Analyte:HBsAg EQC:Optitrol Blue
EQC LotNumber:DM23117; TestKit Lot Numbers:59411F700;62186FZ00;64137FZ00;66091FZ00;68095F200;

— QConnect Range: 1.40to 3.40

Figure 38- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay for
Optitrol Blue DM23117 by patrticipant, for reagent lots in use by Participant 2233.
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Laboratory:NRL : 2233 Grouped by:Test Kit Lot Number From:24-Jul-2024 to 08-Apr-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I Analyte:HBsAg EQC:Optitrol Blue
EQC LotNumber:DM23117; TestKit Lot Numbers:59411F700;62186FZ00;64137FZ00;66091FZ00;68095F200;

— QConnect Range: 1.40to 3.40

Figure 39- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay for
Optitrol Blue DM23117 by reagent lot, for reagent lots in use by Participant 2233.
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Laboratory:NRL : 2233 Grouped by:Test Kit Lot Number From:24-Jul-2024 to 08-Apr-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I Analyte:HBsAg EQC:Optitrol Blue
EQC LotNumber:DM23117; TestKit Lot Numbers:59411F700;62186FZ00;64137FZ00;66091FZ00;68095F200;

— QConnect Range: 1.40to 3.40

Figure 40- Peer group data and mean S/Co values reported on the Abbott ARCHITECT HBsAg
Qualitative 1l assay for Optitrol Blue DM23117 by reagent lot, for reagent lots in use by
Participant 2233.
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Figure 41- Peer group data reported on the Abbott ARCHITECT HBsAg Qualitative 1l assay for

Optitrol Blue DM23117 by reagent lot, for all reagent lots in use across the peer group from

01 January through 10 March 2025.
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Assays:Abbott ARCHITECT HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:01-Jan-2024to 28-May-2025

Laboratory:MNRL: 8

59520FZ00

Trend: KitLot Number; Test Process: Detection -# 55511FN00 - 56116FN00 @ 58326FN00

— QConnect Range: 1.40to 3.40

Figure 42- Participant 8 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay for

Optitrol Blue DM23117.
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Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 36

Trend: KitLot Number; Test Process: Detection -§ 50419FZ00 -4~ 63309FZ00 @ 65304FZ00

— QConnect Range: 1.40to 3.40

Figure 43- Participant 36 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 49

59520FZ00

Trend: KitLot Number; Test Process: Detection -§ 58319FN00 - 58334FN00 @ 59411FZ00

— QConnect Range: 1.40to 3.40

Figure 44- Participant 49 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 58 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -# 53579FN00 -4 53583FN00

— QConnect Range: 1.40to 3.40

Figure 45-Participant 58 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay for
Optitrol Blue DM23117.
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EQC LotNumber:DM23117;

Analyte:HBsAg EQC:Optitrol Blue

Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

From:01-]an-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -§ 54194FN00 - 55618FN0D @ 62194FZ00

Laboratory:NRL : 66
— QConnect Range: 1.40to 3.40

Figure 46- Participant 66 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 128

- 59419FZ00 M- 61249FZ00 - 63309Fz00 - 65304FZ00

Trend: KitLot Number; Test Process: Detection -§ 55526FN00 - 57426FN00 @ 59149FZ00

— QConnect Range: 1.40to 3.40

Figure 47- Participant 128 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 220 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I Analyte:HBsAg EQC:Optitrol Blue EQCLotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -§ 55511FN00 - 55517FN00 @ 58319FN00
— QConnect Range: 1.40to 3.40

Figure 48- Participant 220 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 365

Trend: KitLot Number; Test Process: Detection -§ 54194FN00 - 55618FN00 @ 58330FN00

— QConnect Range: 1.40to 3.40

Figure 49- Participant 365 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1429

57454FN0D - 58326FN00 - 59411FZ00

Trend: KitLot Number; Test Process: Detection -§ 52099FN00 - 53583FN00 @ 56116FNDD

— QConnect Range: 1.40to 3.40

Figure 50- Participant 1429 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1432

55511FN00 - 56116FN00 - 5a326FN00 - 59411FZ00 -de- 59520FZ00 -4 62177FZ00

Trend: KitLot Number; Test Process: Detection -§ 53355FN00 - 53579FN00 @ 53583FN00

— QConnect Range: 1.40to 3.40

Figure 51- Participant 1432 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1737

65304FZ00 @ 67069FZ00 - 68098FZ00

Trend: KitLot Number; Test Process: Detection -§ 61249FZ00 -4~ 63304FZ00 @ 63309FZ00

— QConnect Range: 1.40to 3.40

Figure 52- Participant 1737 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Laboratory:NRL : 1742 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;

Trend: KitLot Number; Test Process: Detection -§ 50419FZ00 -4~ 61249F700 @ 62177FZ00 62190FZ00 M- 63309FZ00

— QConnect Range: 1.40to 3.40

Figure 53- Participant 1742 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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EQC LotNumber:DM23117;

Date
Analyte:HBsAg EQC:Optitrol Blue

Assays:Abbott ARCHITECT HBsAg Qualitative I;

61249FZ00 M- 62186FZ00 W 65304FZ00

From:01-]an-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -# 53389FN00 - 55526FN00 @ 57426FN0D

Laboratory:NRL : 1749
— QConnect Range: 1.40to 3.40

Figure 54- Participant 1749 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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EQC LotNumber:DM23117;

Date
Analyte:HBsAg EQC:Optitrol Blue

Assays:Abbott ARCHITECT HBsAg Qualitative I;
59524FZ00 - 62186FZ00 - 64137FZ00

From:01-]an-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -§ 55511FN00 - 55526FN00 @ 59411FZ00

Laboratory:NRL : 1754
— QConnect Range: 1.40to 3.40

Figure 55- Participant 1754 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1858

55618FNO0

Trend: KitLot Number; Test Process: Detection -§ 52106FN00 - 52426FN00 - 54194FN0D

— QConnect Range: 1.40to 3.40

Figure 56- Participant 1858 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 1888 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -#§ 50113FN00

— QConnect Range: 1.40to 3.40

Figure 57- Participant 1888 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1890

595247700 - 64137FZ00

Trend: KitLot Number; Test Process: Detection -§ 53579FN00 - 55511FN00 @ 59411FZ00

— QConnect Range: 1.40to 3.40

Figure 58- Participant 1890 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 1891 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -§ 50113FN00 - 62186FZ00

— QConnect Range: 1.40to 3.40

Figure 59- Participant 1891 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Laboratory:NRL : 1894 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg
Trend: KitLot Number; Test Process: Detection -§ 53579FN00 @ 54435FN00 @ 56116FNDD

— QConnect Range: 1.40to 3.40
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EQC LotNumber:DM23117;

Figure 60- Participant 1894 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1939

64137FZ00

Trend: KitLot Number; Test Process: Detection -§ 55511FN00 - 59411FZ00 - 62186FZ00

— QConnect Range: 1.40to 3.40

Figure 61- Participant 1939 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1944

595247700 - 62186FZ00

Trend: KitLot Number; Test Process: Detection -§ 53371FN00 - 55511FN00 @ 59411FZ00

— QConnect Range: 1.40to 3.40

Figure 62- Participant 1944 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 1947

56116FN00 - 59520FZ00 - 52186FZ00 10 63387FZ00 -de- 64133FZ00 A 66084FZ00 @ 66100FZ00

Trend: KitLot Number; Test Process: Detection -§ 49647FN00 - 53583FN00 @ 55511FNDD

— QConnect Range: 1.40to 3.40

Figure 63- Participant 1947 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 1973 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;

o
—
™

Trend: KitLot Number; Test Process: Detection -#§ 51543FN00

— QConnect Range: 1.40to 3.40

Figure 64- Participant 1973 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Laboratory:NRL : 1990 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -§ 53583FN00 - 56116FN00 @ 58236FN00 59411FZ00 M- 62186FZ00 - 63397Fz00 -l 66104FZ00

— QConnect Range: 1.40to 3.40

Figure 65- Participant 1990 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Date
Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;

From:01-]an-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -§ 55017FN00 - 57281FN00 @ 61601FZ00

Laboratory:NRL : 1997
— QConnect Range: 1.40to 3.40

Figure 66- Participant 1997 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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EQC LotNumber:DM23117;

Date
Analyte:HBsAg EQC:Optitrol Blue

Assays:Abbott ARCHITECT HBsAg Qualitative I;
64137FZ00 - 68095FZ00

From:01-]an-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -§ 55511FN00 - 59411FZ00 - 62186FZ00

Laboratory:NRL : 2176
— QConnect Range: 1.40to 3.40

Figure 67- Participant 2176 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Laboratory:NRL : 2177 From:01-Jan-2024 to 28-May-2025 Assays:Abbott ARCHITECT HBsAg Qualitative I; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -§ 58326FN00 - 59411FZ00

— QConnect Range: 1.40to 3.40

Figure 68- Participant 2177 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay
for Optitrol Blue DM23117.
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Assays:Abbott ARCHITECT HBsAg Qualitative I;

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-]an-2024 to 28-May-2025

Laboratory:NRL : 2248

Trend: KitLot Number; Test Process: Detection -§ 64133FZ00 -4 66084FZ00

— QConnect Range: 1.40to 3.40

Figure 69- Participant 2248 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Assays:Abbott ARCHITECT HBsAg Qualitative I

EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analyte:HBsAg

From:01-Jan-2024to 10-May-2025

Laboratory:NRL : 2271

Trend: KitLot Mumber; Test Process: Detection -§i 63309FZ00 - 65304FZ00 @ 66084FZ00

— QConnect Range:1.40to 3.40

Figure 70- Participant 2271 data reported on the Abbott ARCHITECT HBsAg Qualitative Il assay

for Optitrol Blue DM23117.
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Date

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:anti-HBc IgG

Assays:Abbott ARCHITECT Anti-HBc I

From:24-Jul-2024 to 08-Apr-2025

Laboratory:NRL : 2233

Trend: KitLot Number; Test Process: Detection -§§ 58123BE00 -4 603658E00 @ 63550BE00

— QConnect Range:2.40 to 3.60

Figure 71- Participant 2233 data reported on the Abbott ARCHITECT Anti-HBc Il assay for

Optitrol Blue DM23117.
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Date

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:anti-HOW

Assays:Abbott ARCHITECT Anti-HOV I

From:24-Jul-2024 to 08-Apr-2025

Laboratory:NRL : 2233

67054BE00

Trend: KitLot Number; Test Process: Detection -§ 55524BE01 - 59016BE00 @ 62357BE00

— QConnect Range:4.10to 6.00

Figure 72- Participant 2233 data reported on the Abbott ARCHITECT Anti-HCV Il assay for

Optitrol Blue DM23117.
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EQC:Optitrol Blue EQC LotNumber:DM23117;

Analyte:HIV p24 Ag/Anti-HIY

Date

Assays:Abbott ARCHITECT HIV Agfab Combo;
65011BE00 - 65534BE00 - 63234BEDD

From:24-Jul-2024 to 08-Apr-2025
Trend: KitLot Number; Test Process: Detection -§§ 60429BE00 -4 604578E00 - 63586BE00

Laboratory:NRL : 2233
— QConnect Range:2.20to 8.20

Figure 73-Participant 2233 data reported on the Abbott ARCHITECT HIV Ag/Ab Combo assay

for Optitrol Blue DM23117.
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Date

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:anti-HTLV-1/I

Assays:Abbott ARCHITECT rHTLV-YI;

From:24-Jul-2024 to 08-Apr-2025

Laboratory:NRL : 2233

64117BE00 - 641388E00 - 67228BEDD

Trend: KitLot Number; Test Process: Detection -§§ 56161BE00 -4~ 574218E00 - 60117BE0D

— QConnect Range: 1.70to 3.40

Figure 74- Participant 2233 data reported on the Abbott ARCHITECT rHTLV-I-Il assay for

Optitrol Blue DM23117.
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Date

EQC:Optitrol Blue EQC LotNumber:DM23117;

Analyte:anti-Treponema pallidum

Assays:Abbott ARCHITECT Syphilis TF;

From:24-Jul-2024 to 08-Apr-2025

Laboratory:NRL : 2233

613328E00 - 63513BE00 - 677278E00 - 69011BE00

Trend: KitLot Number; Test Process: Detection -§f 57421BE00 -4 532398E01 - 59470BE00

— QConnect Range:2.70to 3.90

Figure 75- Participant 2233 data reported on the Abbott ARCHITECT Syphilis TP assay for

Optitrol Blue DM23117.
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MNRL : 1353 -
MNRL ;1356 -
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Laboratory

Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:24-Jul-2024 to 08-Apr-2025 Assays:DiaSorin LIAISON XL MUREXHBsAg Quant; Analyte:HBsAg EQC:Optitrol Blue
EQC LotMNumber:DM23117;

— QConnect Range:0.11to 0.26

Figure 76-Peer group data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant assay
for Optitrol Blue DM23117 by participant.
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Laboratory: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:24-Jul-2024 to 08-Apr-2025 Assays:DiaSorin LIAISON XL MUREXHBsAg Quant; Analyte:HBsAg
EQC:Optitrol Blue EQCLotNumber:DM23117;

— QConnect Range:0.11to 0.26

Figure 77- Peer group data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant assay
for Optitrol Blue DM23117 by reagent lot.
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Laboratory:NRL : 57 From:24-Jul-2024 to 08-Apr-2025 Assays:DiaSorin LIAISON XL MUREX HBsAg Quant; Analyte:HBsAg EQC:Optitrol Blue EQC LotNumber:DM23117;
Trend: KitLot Number; Test Process: Detection -§§ 132066 -4~ 132067

— QConnect Range:0.11to 0.26

Figure 78-Partitipant 57 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant assay
for Optitrol Blue DM23117.
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Date
Analyte:HBsAg EQC:0ptitrol Blue EQC LotNumber:DM23117;

Laboratory:NRL : 1353 From:24-Jul-2024 to 08-Apr-2025 Assays:DiaSorin LIAISON XL MUREXHBsAg Quant

Trend: KitLot Number; Test Process: Detection -§§ 132067 @ 132068 @ 132069

assay for Optitrol Blue DM23117.
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— QConnect Range:0.11to 0.26
Figure 79-Participant 1353 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant
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Assays:DiaSorin LIAISON XL MUREXHBsAg Quant

EQC LotNumber:DM23117;

EQC:0ptitrol Blue

Analyte:HBsAg

From:24-Jul-2024 to 08-Apr-2025

Laboratory:NRL : 1356

Trend: KitLot Number; Test Process: Detection -$§ 132067 - 132068

— QConnect Range:0.11to 0.26

Figure 80-Participant 1356 data reported on the DiaSorin LIAISON XL MUREX HBsAg Quant

assay for Optitrol Blue DM23117.
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KitControl:Positive

55636FN00 M- 57450FN00 - 59361FZ00 - 63337FZ00 -k~ 66222FZ00

Date

Assays:Abbott Alinity i HBsAg Qualitative I

From:12-Jan-2024 to 28-May-2025
Trend: KitLot Number; Test Process: Detection -$§ 51366FN00 -4 53621FN00 @ 54074FN0D

Laboratory:zNRL : 58

Figure 81-Abbott Positive Kit control data reported by Participant 58 on the Abbott Alinity i HBSAg

Qualitative Il assay.
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KitControl:Positive

Date

Assays:Abbott Alinity i HBsAg Qualitative IT;

61322FZ00 - 63337FZ00

From:05-Apr-2024 to 01-]an-2025
Trend: KitLot Number; Test Process: Detection -$§ 54074FN00 -4 57454FN00 @ 58361FZ00

Laboratory:MRL : 1747

Figure 82 Abbott Positive Kit control data reported by Participant 1747 on the Abbott Alinity i HBSAg

Qualitative Il assay.
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Assays:Abbott Alinity i HBsAg Qualitative TI;

KitControl:Positive

From:06-Jan-2024 to 03-Dec-2024

Laboratory:NRL : 1748

Trend: KitLot Number; Test Process: Detection -$§ 53074FN00 -4~ 59341FZ00 -@ 61288FZ00

Figure 83- Abbott Positive Kit control data reported by Participant 1748 on the Abbott Alinity i

HBsAg Qualitative Il assay.
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Assays:Abbott Alinity i HBsAg Qualitative II;

KitControl:Positive

From:20-Feb-2024 to 08-May-2025

Laboratory:MNRL : 1753

66206FZ00 @ 68089FZ00 - 73310FZ00

Trend: KitLot Number; Test Process: Detection -$§ 53074FN00 -4~ 59341FZ00 -@ 64236FZ00

Figure 84- Abbott Positive Kit control data reported by Participant 1753 on the Abbott Alinity i

HBsAg Qualitative Il assay.
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Assays:Abbott Alinity i HBsAg Qualitative TI;

KitControl:Positive

From:02-Jan-2024to 12-Nov-2024

Laboratory:MNRL : 1860

Trend: KitLot Number; Test Process: Detection -$§ 53074FN00 -4~ 59341FZ00 -@ 61288FZ00

Figure 85- Abbott Positive Kit control data reported by Participant 1860 on the Abbott Alinity i

HBsAg Qualitative Il assay.
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Assays:Abbott Alinity i HBsAg Qualitative TI;

KitControl:Positive

From:02-Jan-2024to 12-Nov-2024

Laboratory:MNRL : 1945

61322FZ00 @ 63337FZ00

Trend: KitLot Number; Test Process: Detection -$§ 53074FN00 -4~ 59341FZ00 -@ 59361FZ00

Figure 86- Abbott Positive Kit control data reported by Participant 1945 on the Abbott Alinity i

HBsAg Qualitative Il assay.
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Assays:Abbott ARCHITECT HBsAg Qualitative I

KitControl:Positive

From:22-]an-2024 to 14-Sep-2024

Laboratory:MNRL : 1429

57454FN00 - 58326FN00 - 59411FZ00

Figure 87- Abbott Positive Kit control data reported by Participant 1429 on the Abbott ARCHITECT

HBsAg Qualitative Il assay.

Trend: KitLot Number; Test Process: Detection -$§ 52099FN00 -4 53583FN00 @ 56116FN0D
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Assays:Abbott ARCHITECT HBsAg Qualitative Iy

KitControl:Positive

From:22-]an-2024 to 28-Aug-2024

Laboratory:MRL : 1432

55511FN00 - 56116FN00 - 58326FN00 - 59411FZ00 -~ 59520FZ00 & 62177FZ00

Figure 88- Abbott Positive Kit control data reported by Participant 1432 on the Abbott ARCHITECT

HBsAg Qualitative Il assay.

Trend: KitLot Number; Test Process: Detection -$§ 53355FN00 -4 53579FN00 @ 53583FN0D
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Assays:Abbott ARCHITECT HBsAg Qualitative Iy

KitControl:Positive

From:02-Aug-2024to 27-May-2025

Laboratory:MRL : 1737

65304FZ00 @ 67069FZ00 - 53098FZ00

Figure 89- Abbott Positive Kit control data reported by Participant 1737 on the Abbott ARCHITECT

HBsAg Qualitative Il assay.

Trend: KitLot Number; Test Process: Detection -$§ 51243FZ00 -4~ 63304FZ00 @ 63309FZ00
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Assays:Abbott ARCHITECT HBsAg Qualitative I
61249FZ00 @ 62186FZ00 - 65304FZ00

Figure 90- Abbott Positive Kit control data reported by Participant 1749 on the Abbott ARCHITECT

HBsAg Qualitative Il assay.

From:02-]an-2024 to 26-Nov-2024
Trend: KitLot Number; Test Process: Detection -$§ 53389FN00 -4 55526FN00 - 57426FN0D

Laboratory:NRL : 1749
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Figure 91- Abbott Positive Kit control data reported by Participant 1890 on the Abbott ARCHITECT
HBsAg Qualitative Il assay.
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