//Cepheid.

CERTIFICATE OF ANALYSIS

This certificate is provided to confirm that the diagnostic kit specified below conforms to the
production and testing specifications required by Cepheid’s Quality System, in compliance with
the US Food and Drug Administration’s Quality System Requirements, ISO 13485, European
IVD Directive and the Canadian Devices Regulations.

Product Name: Xpert® Xpress CoV-2/Flu/RSV plus

Cepheid Catalogue Part No.: XP3COV2/FLU/RSV-10

Kit Lot No.: 1001441536
Cartridge Lot No.: 60611

Kit Expiration Date: 2025 08 03

Legal Manufacturer Manufacturing Facility OSolna O Sunnyvale
i Newark Lodi IVD (B2

Cepheid C;flglg L O O, (B2)
904 Caribbean Drive IIJ g C:19524\(;enue
Sunnyvale, CA 94089 UOS/:
USA
Functional Testing

Test Description Acceptance Criteria Test Result

. SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B
Negative Passed

NEGATIVE;RSV NEGATIVE

Sositive SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu Pacsed
° B POSITIVE:RSV POSITIVE ass

_JIf checked this dpgument is produced electronically and valid without a wet signature.

08/ )2y

Signature of Quality Assurance, Date

Name: Asia Taylor Torres

Title: Quality Systems Specialist

PN 302-7224 Rev. C
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QA Ops Product Release Checklist
Part#t: __XP3(0V2 [pLu]pgu-10 Batch#: _ [00 Y4 1635 NA []
Lot # E‘]/ Supplier Lot # []/Serial # [ ] (check one) Loo!ll NA []
ol

Item Reviewed { N/A

All required pages, attachments, and documents present per BOM.

Correct Product Lot/Batch, Part Number or Serial Number.

Correct printed and/or pre-printed Label Part Number, Rev, Description, Serial Number.

Correct expiration or manufacturing date where applicable.

Mfg. Date: _ 08 [i2{ 2024 NAC] Exp. Date: 2025 0O¢ 03 NA[]

All Testing met acceptance criteria/specifications as applicable.

Certificate of Analysis, Certificate of Compliance or Certificate of Calibration completed.

PN 303-0613 Certificate of Conformance completed (Sunnyvale only).

Re-Processing Plan or Copy of NC, PDR, LFI, CRM, etc. present, if appropriate and instructions
executed as documented. L3 - PDP’O g«)

Release quantity reconciled and all required XpertERP transaction completed as applicable.

L

If lot is reworked from a different batch, attach copy of checklist to original DHR.

0|8 &4 DQE| 8 |gar
O |(gool o |ojlo|o

Part #: Batch #: m

Comments: NA [_] RDW and (9T ‘Fu/i@\”?,cf b\{ ﬂS‘W\TGU\“DrTbl’f[J- ATT /Vf,{‘_j lei'-f/:

QA Reviewed By: P(& Ve TM [Or TO‘/(C( /.L_f.(d OY//[//Z/‘/

Print Name Signature/Date
Original checklist filed in: NA
Copies of checklist placed in remaining records. )
XpertERP Transactions NA E/
[] MIGO (Release quantity reconciled) NA[]
[L] CO11N completed NA[]

Performed By:

Print Name Signature/Date

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete
revisions. Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 1:14:51 AM

Confidential Company Proprietary
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A better way.

Production Order No. :

1095098

Header Batch Details

Order Scheduling Details

Material Code : XP3COV2/FLU/RSV-10 Sched.Start Dt.: 08/13/2024
Material Description ¢ KIT,XPRESS,COV-2/FLU/RSV PLUS,10 TEST Sched.Finish Dt.: 08/15/2024
Batch No. : 1001441536 Material Staging Dt.:  08/10/2024
Rev Level . CA Order Type: CPH1
Order Qty. . 2880.000 UOM: EA Components Deliver To: __ MFG
L EE—
Abbrevitation :COVFLURSV3
Cartridge Number (LSP) 160611
Expiration Date 1202508 03 Week: 2532
Cartridge Fill Date / PO Release Di. :08/12/2024 Sell Down Dt.: 2025 05 03
Batch Expiration Verification Signaturé OR M NA, WHEN ERP SYS DERIVED
Digitally signed by DeJean
Delean Thomas Kitummosis o o0 8/12/2024
Sequence
Opn. D050 | Plant. 11005 [Opn.Description Start Dt. Finish Dt.
WC: LDROBL18 ' Offline Label Printing 08/13/2024 08/15/2024
Opn. D075 Plant: 11005 [Opn.Description Start Dt. Finish Dt.
WC: LDROBL18 l Product Verification 08/13/2024 08/15/2024
Opn. 0100 | Plant:  [1005 [Opn.Description Start Dt. Finish Dt.
wcC: LDROBL18 | Line Clearance 08/13/2024 08/15/2024
Opn. 0340 Plant: 1005 Opn.Description Start Dt. Finish Dt.
WC: LDROBL18 | Build - ROBAL 08/13/2024 08/15/2024
Opn. 0460 Plant: 11005 [Opn.Description Start Dt. Finish Dt.
WC: LDROBL18 | Inspect 08/13/2024 08/15/2024
Opn. 0650 Plant: 1005 [Opn.Description Start Dt. Finish Dt.
wC: LDQUALC1 | IPT 08/13/2024 08/15/2024
Opn. 0750 Plant:. 11005 Opn.Description Start Dt. Finish Dt.
wcC: LDQUALC1 | QC 08/13/2024 08/15/2024
Opn. 0850 | Plant: 1005 [Opn.Description Start Dt. Finish Dt.
wcC: LDPALO9 | Pack 08/13/2024 08/15/2024
Opn. 0910 | Plant: 1005 Opn.Description Start Dt. Finish Dt.
WC: LDPALOY | Doc Review (Mfg) 08/13/2024 08/15/2024
Opn. 0950 | Plant: (1005 |Opn.Description Start Dt. Finish Dt.
WC: LDQUALA DHR REVW & RELEASE 08/13/2024 08/15/2024
Production Order Comments: t] N/A
i 14 angzY

Page 1 of 7
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;//Ce heid, Production Order No. : 1095098
IR
Components for opn.0010 | Seq.0
Item Item Code Revision Quantity UOM [St.Loc| Batch No. or Serial No. | Moid No SLED
Level
Item Description Cepheid ID / Supplier Qty Returned
Lot No.
0010 | 300-7021 | w1 | 3,024000 | EA |FLo1 ‘
ABSORBENT,PP PAD,10-CARTS
0020 | 300-8301 [ p2 | 3,024000 | EA |FLo1
CTN,10-TESTS,BLANK,GX
0030 | 300-8303 K2 | 3,024000 | EA |FLO1
DIVIDER PAD,BTM,10-TEST KIT,GX
0040 | 300-8320 D.2 3,024.000 | EA |FLo1
DIVIDER PAD,COMB,10-CARTS,GX
0060 | 302-5518 | ¢ 2,880.000 | EA |FLO1
LBL,STK,HAZ,XP,COV-2/FLUIRSV XC
0160 | 001-2133 [ A | 5760 | LBR | FLO1
GLUE,HOT MELT,PELLETS,CARTONER
0140 | 302-7682 | e ] 2,880.000 | EA |1000
LBL,IMP,KIT,GX,EUA,COV2/FLU/RSV PLUS,LD
0010 | 300-5445 | H1 | 3,024000 | EA |FLO1
LBL,STK,2.5 X 3.5,L0GO, GX#
0020 | 001-2614 [ k] 4809600 | FOT | FLO
FILM, 48 GA PET/2.4 MIL CLEAR PE 2" WIDE
0040 | 300-6099 | '~ ] 88,992.000 | EA |FLO1
BALL,POLYPROPYLENE,2.5MM,BLUE
0070 | 500-0037 | u | 59,328.000 | EA |FLO1
BALL, HD POLYETHYLENE,3.4MM
0080 | 500-1580 | b3 | 20664 | LTR | FLO1
REAGENT,PEG200, TRANSFERRED
0090 | 500-2168 D1 | 86.400 | LTR | FLO1
REAGENT,TE PLUS (NH4)2S04,BULK,GX
0100 | 500-2595 | ¢ 11866 | LTR | FLO1
BULK LIQUID REAGENT,MVP,WASH
0120 | 500-3041 | A 29664 | LTR | FLO1
LYSIS,XPCOV2/FLU/RSV,BULK
0210 | 001-1061 I 37.440 | LBR | FLO1
2MM 4A MOLECULAR SIEVE DESICCANT BEAD
0170 | 302-6714 | B 2880000 | EA |1000
Production Order Comments: ]Z/ N/A
mE Jf aug 24

Page 2 of 7
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Production Order No. : 1095098
TN
Components for opn.0010 | Seq.0
Item ltem Code Revision Quantity UOM iSt.Loc| Batch No. or Serial No. | Mold No SLED
Level
Item Description Cepheid ID / Supplier Qty Returned
Lot No.
LBL,IMP,KIT,SIDE,COV2/FLU/RSV PLUS
0010 | 301-2307 [ k| 3024000 | EA |FLO1
LBL,STK,CORNER,GX KITS,PAL
0260 | 301-9872 D 2.880.000 | EA | 1000
LBL,IMP,NEW ADF
0010 | 001-1678 Al | 2,880.000 | EA |FLO1
LBL,STK,3 X 1,PAPER,YELLOW
0270 | 302-5138 | ¢ | 2880000 | EA |1000
LBL,IMP,UPDATED INSTRUCTIONS FOR USE
0010 | 300-9219 c 2,880.000 | EA |FLO1
LBL,STK,3 X 1,PAPER LAVENDER' ‘
0060 | 302-7684 F ] 28,800.000 | EA | 1000
LBL,IMP,CART,IVD,GX,COV2/FLU/RSV PLUS
0010 | 300-5505 p 30,240.000 | EA |FLO1
LBL,STK,CART,2-UP,ROBAL,GX
0280 | 302-1455 | B ] 18,900.000 | EA | 1000 90240804A L
LID,CAP, SIGMA CARTRIDGE 90240804A
0290 | 302-1455 | B | 11,500.000 | EA | 1000 90240806A L
LID,CAP, SIGMA CARTRIDGE 90240806A
0300 | 300-8371 | N ] 10,000.000 | EA | 1000 722408068 J
FUNNEL,GX CART,WITH BARB __ 722408068
0320 | 300-8371 N | 22500.000 | EA |1000| (V) z2a408068 J
FUNNEL,GX CART,WITH BARB 722408068
0110 | 500-2059 c 29664000 | EA | 1000 1001439742 07/12/2026
BEAD,XPRESS SARS-COV-2/FLU/RSV,SPC
0140 | 500-3043 B 29664000 | EA | 1000 1001438082 07/19/2026
BEAD,EZR,SARS-COV2/FLU/RSV,V2,CAT-A
0160 | 500-3114 | o | 29664000 | EA [ 1000 1001439022 07/19/2026
BEAD,TSR,SARS-COV2/FLU/RSV,PLUS
0170 | 700-5772 [ c1 | 14,400.000 | EA | 1000 1001442897
ASSY,CART,OPEN,OVALPORT,SDRPST,65UL,GX 081124C586
Production Order Comments: . N/A
tg Poanie, allegtel new bekth 322 Yo g0 SR q’h,\t% H
Page 3of 7
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1095098

Production Order No. :
WAV
Components for opn.0010 | Seq.0
Item Item Code Revision Quantity UOM [St.Loc| Batch No. or Serial No. | Mold No SLED
Level
Item Description Cepheid ID / Supplier Qty Returned
. Lot No.
0180 | 700-5772 | c1 | 14,420.000 | EA | 1000 1001442889 FB
ASSY,CART,0OPEN,OVALPORT,SDRPST,65UL,GX 081124B786
0010 [XP3COV2FLURSV-LD1| E | 2880000 | EA [1000
KIT,XPRESS,COV-2/FLU/RSV PLUS,10 TEST
0080 | 302-6868 I b | 2,880.000 | EA |1000
QRI,TABLET,COV2-FLU/RSV PLUS
0090 | 302-6871 | b | 2,880.000 | EA |1000
QUICK REF INS,HUB,COV2/FLU/RSV PLUS
0100 | 302-6916 | 6 | 2,880.000 | EA |1000
FLYER,P| WEB,XP3COV2/FLU/RSV-10 PLUS, CE
0180 | 302-5471 | c1 | 2,880.000 | EA |1000
PIPET,300 UL,QTY 12
0250 | 303-1472 | B | 2,880.000 | EA | 1000
FLYER,ADF CHANGE, TYPE2A, XP3COV2FLURSV-10
0150 | 700-7822 [ o | 28,800000 | EA |1000
ASSY,FILL CART,XPCOV-2/FLU/RSV PLUS,IVD
Production Order Comments: |ﬂ N/A
me 4y 2

Page 4 of 7
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A better way.

Production Order No. :

Material Disposition Form

Header Batch Details

Material Code
Material Description
Batch No.

Rev Level

Order Qty.

: XP3COV2/FLU/RSV-10
:KIT,XPRESS,COV-2/FLU/RSV PLUS,10 TEST

: 1001441536

:CA

: 2880.000 UOM: EA

1095098

Liquid Mix Date:

A me 14 ang Ly

Total Qty: Completed

Sub-Lots/Serial Numbers: nlg - me

2197

Total Qty to QI

14 oug 2y

2747

Mfg. Signature MW
g. o1 /” ==

" Date A M@ Zf’

No. of Additional Test Samples QC Signature

¢ NA ML 14 aug 74 Date

Qty. to Inventory

Qty REJECTED

F N/A me 1y awﬂ 24 Date

Production Order Comments: ﬁ N/A
mE Maug 24

Page 5 of 7
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Material Code §58COV2/FLU/RSV

Brgduc 1on 1095098

ﬁggﬁgg¥ of Standard Sale

Lot/Batch no: 1001441536 AR

Bxpiration Date: 2025 08 03 (1
(17) Gs1 Date: 250803 AN

Cartridge

Fill/Manufacturing 2024 08 12 IO
Date:

Page 6 of 7
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A better way.
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A better way.

Transfer Order

259959

TR

Print Date
Plant

Storage Location

1095098

08/12/2024 06:44:38
1005 - Cepheid US - Lodi B2 Warehouse
1000 - Cepheid US - Lodi B2

Material Document

105 - Lodi Warehouse -

Picking date User John Moua
Item Material Material description T I Ty. I Bin Targ.qty I UJ
0001 700-5772 ASSY,CART,OPEN,OVALP S 901 R120-0C 14,400.000 E
ORT,SDRPST,65UL,GX
Batch 081124C586 SLED - D R18 R18-RB-AMB
CPH- Ty
ID
1001442897
0002 700-5772 ASSY,CART,OPEN,OVALP S OCT 12-A-11 7,.229.000 E
ORT,SDRPST.65UL,GX
Batch 081124B786 SLED D R18 R18-RB-AMB
CPH- T
ID
1001442889
0003 700-56772 ASSY,CART,OPEN,OVALP S OCT 9-B-10 7.200.000 E
ORT,SDRPST,65UL,GX
Batch 081124B786 SLED D R18 R18-RB-AMB
CPH- T
1D
1001442889
0004 302-1455 LID,CAP, SIGMA S MID 6-B-32 18,900.000 E
CARTRIDGE
Batch 90240804A SLED D R18 R18-RB-AMB
CPH- TR
ID
90240804A

Page 1 of 2
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A better way.

[ Item Material Material description T | Ty. | Bin l Targ.qty | J
0005 302-1455 LID,CAP, SIGMA S MID  6-B-12 4800000 — E
CARTRIDGE [170° Im
Batch 90240806A SLED D R18 R18-RB-AMB 'Z-I?,-'ZL(
CPH- (TR
iD
90240806A
0006 300-8371 FUNNEL,GX CART,WITH S LOW  6-A-05 10,000.000 E
BARB
Batch 722408068 SLED D R18 R18-RB-AMB
CPH- T
ID
722408068

Page 2 of 2
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A better way.

Transfer Order

Material Document

259957 1095098
(TR L R T
Print Date 08/12/2024 06:19:14
Plant 1005 - Cepheid US - Lodi B2 Warehouse 105 - Lodi Warehouse -
Storage Location 1000 - Cepheid US - Lodi B2
Picking date User John Moua
ltem Material Material description T Ty. I Bin l Targ.qty l U‘
0001 500-2959 BEAD,XPRESS S CLD L-BDSSMKT 28-664-000 E
SARS-COV- 2, 674
2/FLU/RSV,SPC SR gfizfH
Batch 1001439742 SLED 07/12/2026 D R18 R18-RB-CLD
CPH- T
ID
1001439742
29,618
0002 500-3043 BEAD,EZR,SARS- S CLD L-BDSSMKT 28,664.000 E
COV2/FLU/RSV,V2,CAT-A s 2fiz]y
Batch 1001438082 SLED 07/19/2026 D R18 R18-RB-CLD
CPH- T
ID
1001438082
29,45
0003 500-3114 BEAD,TSR,SARS- S CLD L-BDSSMKT %s—,éeiooo E
COV2/FLU/RSV,PLUS SR 3/12] 24
Batch 1001439022 SLED 07/19/2026 D R18 R18-RB-CLD
CPH- T
D
1001439022

Page 1 of 1



‘ ‘ %epheide

A better way.

Transfer Order

260016 1095098

T (1 TE R R

08/12/2024 08:51:32
1005 - Cepheid US - Lodi B2 Warehouse
1000 - Cepheid US - Lodi B2

Print Date
Plant

Storage Location

Material Document

105 - Lodi Warehouse -

Picking date User John Moua
[ Item Material Material description T Ty. Bin I Targ.qty | UJ
0001 300-8371 FUNNEL,GX CART ,WITH S MID 6-B-05 22,500.000 E
BARB
Batch 72240809C SLED D R18 R18-RB-AMB
CPH- TR
ID
72240809C

atfack 4,

Qg v0
ard  GDP

the puku.(s for the
22.Sle batch o itiA

728080

Page 1 of 1
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A better way.

Transfer Order

260012

Print Date

Plant

Storage Location

1095098

G T

08/12/2024 08:51:23
1005 - Cepheid US - Lodi B2 Warehouse

1000 - Cepheid US - Lodi B2

Material Document

105 - Lodi Warehouse -

Picking date User John Moua
Item Material Material description J l Ty. | Bin Targ.qty | U’
0001 302-6868 QRI, TABLET,COV2- LOW  7-A-21 2,880.000 E
FLU/RSV PLUS
Batch 31-84532 SLED P09 P0OS-PAL9
CPH- (TN 6
ID
31-84532
0002 302-6871 QUICK REF LOW  6-A-21 2,880.000 E
INS,HUB,COV2/FLU/RSV
PLUS
Batch 31-84548 SLED P09 POS-PAL9
CPH- ITRTAREV AR
iD
31-84548
0003 302-6916 FLYER.,PI LOW  6-A-04 2,880.000 E
WEB,XP3COV2/FLU/RSV-
10 PLUS, CE
Batch 31-84490 SLED PO9 PO9-PALY
CPH- T
ID
31-84490
0004 302-5471 PIPET,300 UL,QTY 12 RAK  7-C-14 - - 2 E
Batch 02182024 SLED 02/18/2028 PO9  P0O9-PALY p00 Jw
CPH- [ &t
ID
02182024

Page 1 of 2
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A better way.

Item Material Material description T | Ty. | Bin Targ.qty lUl
0005 303-1472 FLYER,ADF S LOW 7-A-22 2,880.000 E
CHANGE,TYPE2A,XP3COQV
2FLURSV-10
Batch 4 1 L P - 9
Jas04z = A 1T
ID
J490421

Page 2 of 2



Document Number: D6256
Rev: U.1

Atlachménl‘1
/e h i A : Effeclive:11/1f1/2222 —
7~ Cepheid " Q%W/mbs
Planned Deviation/ Temporary Change
©) New &rd Dafe peroytorsion m,;ued‘ #3 Pt sfacjy 23-PDR-087

SECTION A: Implementation (Completed by Quality)

-1, ’
Quality Reviewer: I n I’%m} \Signature: Effective Date: é 0’25 913
v S [39)3-
\l SECTION B: Initiation (Completed by Initiator) f— -2,/ ‘7; @
-
(z
Initiator: Kevin Wermers Department Name: Manufacturing End Date:, '”Z’,} 2025 J
|29/ 2055
Document # Rev# Step # Document Title Ij Additional Attachments
D7832 AC N/A QA Ops Product Release Record Review
Affected Part# Rev # Lot# / Serial# Part Description [[] Additional Attachments
ALL ASSAY . . . .
PRODUCTS N/A Multiple All qualified assays for production in Lodi B2 IVD
Description of Change
(describe current process and in general terms what will be done differently in this change) D Additional Attachments

Current Process: D7832: QA Ops Product Release Record Review does not specify the acceptable quantity
variance when the quantity of PAL cartridges packaged is less than or greater than the quantity of cartridges
manufactured by Robal for the final accountability.

Proposed Change:

1. A percentage-based variance is established by considering the batch size, documentation, counting
method, and complexity of the process. Refer Table-1.0 for the acceptable variance in quantities. For
batch sizes not listed in Table-1.0, the acceptable variance for both categories shall be calculated
using the percentages listed in the table rounded up to the nearest integer. Any values greater than the
acceptance variance listed on the table-1.0, it requires a nonconformance to be initiated.

Table-1.0: Acceptable Variance in Quantity

Batch Size | When ROBAL is > PAL When PAL is > ROBAL
(cartridges) 0.20% (cartridges) 0.02% (cartridges)

24,000 48 5

21,000 42 4

19,000 38 4

17,000 34 3

15,000 30 3

10,000 20 2

3. When performing line clearance in PAL per D4255 (Manufacturing, Line Clearance and Line Set-Up
SOP), an additional "Verified By" check will be required after the initial "Performed By" and "Verified
By" on D4255 Attachment 1. This additional verification will be documented as a comment on the
Manufacturing Line Clearance Form (D4255, Attachment 1).

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 6/23/2023 5:25:46 PM
@ tvew end JLite of 7 5:}949;3 pym\sw a#z«etw,wvécf DbasE

onfidential - Company,Brop#leta 7.%/268
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Document Number: D6256
Rev: U.1

/c e p h e I- do Effectiv::\lsla‘l(;?zgggg

p.2 of)%@w'};}éa

Planned Deviation/ Temporary Change

23-PDR-087

Justification of Change
(describe permissibility to perform change; describe risk and impact to validated state and end-user) [] Additional Attachments

When a quantity variance occurs, it can be caused in 2 possible ways:
- Product not properly cleared from the line prior to starting the next batch.

If the product remains on the equipment conveyor after processing and is not identified, during the cleaning
and line clearance processes, it could be packaged as part of the next batch. If the quantity discrepancies
were caused by a failed line clearance, it would result in a product mix up and would have product impact.

- Incorrect acceptable quantity count between Robal and PAL.

The finished product DHR of IVD assays require the documentation and verification of all types of rejects
(including IPT samples) and the acceptable units produced. Batch sizes typically range from 12,000 to 24,000
pieces. The product is stored on large trays. Each tray holds 154 cartridges when full and the cartridges are
arranged in staggered rows of 14. The trays are stored on carts and each cart holds 10 trays. Therefore, the
number of trays that are required to be counted can range from 78 to 156 trays per batch. Each tray is
counted with the aid of an overlay to easily identify missing cartridges, however manually counting 78 to 156
trays can still lead to high chance for counting error.

The manual counting process is performed at the end of processing in Robal as part of process reconciliation.
The manual counting process is then re-performed in PAL prior to packaging the batch. If a counting error
occurs at Robal and PAL does not identify it as part of the prepackaging count, it will be extremely difficuit to
identify the counting error after packaging is complete. If the quantity discrepancies were caused by a
counting error, it would have no product impact.

This PDR will allow for a quantity variance between Robal and PAL in alignment with the capability of the
counting process. An additional line clearance verification will also be added to mitigate the risk of a line
clearance failure in PAL.

Action Plan
(describe all actions to occur for this change, including: Work Order #; detailed responsibilities & actions of all stakeholder departments; closure
criteria; Conmmitments and responsible person/department) [] Additional Attachments

1. Manufacturing shall establish a new procedure to provide clear instructions for the acceptable
accountability of quantity variances of produced per proposed changes.

2. A copy of this PDR shall be referenced and attached to all affected DHR until expiration of this PDR.

Disposition Action
(describe the requirement for disposition of product or materials manufactured from this change) [] Additional Attachments

1. Review the DHR and disposition the product based on D7832

2. For quantity variance follow the proposed changes for this PDR (refer Table-1.0).

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 6/23/2023 5:25:46 PM

Confidential - Company Proprietary
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Planned Deviation/ Temporary Change

Document Number: D6256
Rev: U.1
Aftachment 1

Effective: 11/14/2022 /

p30f

/}}69 22

23-PDR-087

3. In case quantity variance are greater than the acceptance variance listed on the table-1.0, it requires a

nonconformance to be initiated.

Closure Criteria: This PDR shall be closed when commitments listed in D6256 Attachment 2 have been

completed.

Commitments Exist? YES [] NO

(If Yes, complete Attachment 2 Commitment Form)

Is training required to be conducted before executing this PDR?
X YES If Yes, attach training documentation once all required approvals are received in section C.

[J NO  If No, justify why training is not required below

Name Signature Date
Tnitiator Kevin Wermers 7%/ D——}J uns3
*e-sign [] *e-sign [0
SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments**)
NOTE: Manager or above level signatures required
Department Name Signature Date
Initiator Manager (Direct : . _
manager or above) Chris Robinson /ﬁ *e-sign [ Z33uN23 *e-sign O
7 —
Manufacturing: Chris Robinson ,m-sign ol Z3JuNT3 #e-sign 00
. . . sy -~ .
Materials: Kevin Nicholson / A A,, #g-sign O |23Jud 20 23 sesignl
Quality: Rajesh Gur *e-sign & *e-sign of
Stakeholder Dept.: N/A N/A *e-sign [1 #¢-sign [
Stakeholder Dept.: N/A N/A *e-sign [] *e-sign []

Additional Controls (Quality): [] YES [X] NO

If Yes, explain:

*Signatures can either be wet or digital using approved Digital Signature Form per D16659 or Adobe signature
**Initiator and Department Reviewer/Approver cannot be the same person

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 6/23/2023 5:25:46 PM

Confidential - Company Proprietary
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/ Document Number: D16660
. Rev: A
/Cephe/d. 2

Effective: 06/27/2013

Page
Digital Signature Form g 2%}‘;;}93

/
Before using this form, you must complete training per D16659 Document 23-PDR-087 ‘

Originator Instructions: Name: |
Name the document to be reviewed something unique and easy to identify ‘
Verify the document name matches the one in the Document Name box. . .

Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: lJun 23,2023 |
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail. Date Due: IJun 23,2023 I

Approver Instructions: CC only:

Please review the attached document as soon as possible but no later than the due date. Click on the
* signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator:

Originator |kevin wermers E-mail |kevin.wermers@cepheid.com Phone |209-642-6510 ]
(s Approved as-is (" Approved as-is C Approved as-is
(" Approved with changes (below) C Approved with changes (below) (" Approved with changes (below)
Rajesh Dutlysigned
Rajesh Gur ) Date 623 N/A
GUr  ooees oron
| Department Department |N/A ‘ Department |N/A
:
(" Approved as-is (" Approved as-is (" Approved as-is
" Approved with changes (below) C Approved with changes (below) (" Approved with changes (below)
N/A N/A N/A
Department |N/A Department |N/A Department |N/A
Comments:

3 AFmoid shonld be Suals seilion & af DbISE
O%ml Pt 7f2¢/23 LJ:? e i

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at www.adobe.com.
Click in the signature field to sign the document. A wizard will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signalure Creation and Use.



! Document Number: D6256

Rev: U.1
/ Attachment 2 )
4 Effective: 11/14/2022
= Cepheid. o o T
P ® 's‘pé s PR
Planned Deviation /Temporary Change— Commitment Form
SECTION A: Commitment Form (Completed by Initiator)
Planned Deviation 23-PDR-087
Commitments Quality
Commitment Owner Owner Date of Date of Date Quality
# (01, 02 etc) Description of Commitment Name Inifial/ Date Due Date | Commitment Closure Transferred | NC Number initial
i ) Completion Verification to NC .
Training for affected group(s): K J
Kevin . q ¢' ~
1 1. Manufacturing Wermers / ) 63 cé/ J—7/ J043 é / 0'25/0(20523 6/ 3"7/ 2023 § l/) 5 . / :) ’
2.  Quality System 06/
0 N/A if training is not applicable *esignd]
1 7253
PDR Closure: i 0)}7 2.3
This PDR will assess through NC Kevin 4% Sy @fyar
smartsolve if any additional NCs Wermers 6)3 ol 13 /97—5 [9/] 5/9'3 /].44’
2 were found for quantity 06/ IR - (D | /m’ 79}—'
discrepancy.
*e-signl]
*Signatures can either be wet or digital using approved Digital Signature Form per D16659
All commitment due dates should be two weeks before the PDR End Date .
COMMITMENTS
COMPLETED: Name: Signature: Date:
VERIFIED BY (Quality):

o ¢ 6"[
@W&(/&& MGL\FM@@A’/’D ] /l‘7/9—_3 based o petension /“Waf/f?\) ﬁ/z/;sz.z—i

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this document resides in

Agile Workplace.
Cepheid Confidential Date Printed: 6/23/2023 5:30:15 PM

Confidential - Company Proprietary



Document Number: D6256
Rev: U.1

/ Attachment 2
- Effective: 11/14/2022
= Cepheid. e

Planned Deviation /Temporary Change— Commitment Form

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

Commitments Quality
. . . Date of Date of Date .
Commitment Descrlp.tlon of Owner Owner Initial/ Due Date Commitment Closure Transferred | NC Number Q.".a.l ity
# (01, 02 etc.) Commitment Name Date R . . initial
Completion Verification to NC
Training for affected
group(s):
% N/A if training is not
applicable *e-sign]
Complete validation of al/ e @ '/7)"
the cameras in Antuan 10 _ / / 3 / 144 A 1 -
03 manufacturing Reed > / 30 02’\# <P /
workstation *e-sign O 04/30/2024
: o
Update PAL Batch (&
Record to include Chris -
04 quantity received from Robinson | 750C 2% dﬁ U/oz‘/ q3 O/;M/ Valix as //?7‘,
ROBAL *¢.sign 1 05/17/2024
o i / | S]S
Remove posted copies Chris 22 i 7
05 of PDR Robinson | 22 OF° %
e-sign [J
B €120 .
*Signatures can either be wet or digital using approved Digital Signature Form per D16659 T >/39/24
All commitment due dates should be two weeks before the PDR End Date
COMMITMENTS
COMPLETED: Name: Signature: Date:
VERIFIED BY (Quality):

0, o _defersion r # 3 -FHmchmed 4 Dease T S)3c/ay
User of a printed copy of this documént is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this document resides in
Agile Workplace.

Cepheid Confidential Date Printed: 10/25/2023 5:37:39 PM

Confidential - Company Proprietary
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Planned Deviation /Temporary Change— Commitment Form

Document Number: D6256

Rev: W.1
Attachment 2

Effective: 03/12/2024

p. 10of4

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

**Initials and signatures can either be wet or digital. Adobe digital signature can be used per D43887 on documents.
*Check box only when using Digital Signature Form per D16659.

All commitment due dates should be at least two weeks before the PDR End Date.

Additional rows can be added if needed.

Commitments Quality
" . Owner Date of Date S
Number Descnqtlon of Commltm?nt Owner Name **Tnitial/ Due Date Commitment | Transferre NC Number Initial and
| and Evidence of Completion . Date
| Date Completion d to NC
[ Initial Training for affected
group(s):
| 01 BIN/A if Training is not applicable
Required Objective Evidence:
Training forms »D *D
[ Subsequent Training or Training
completion for affected group(s):
02 . A "
BIN/A if Training is not applicable
Required Objective Evidence: Training
forms ] ]
Commitment: N/A
03 [
0

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this document resides in
Agile Workplace.

Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Company Proprietary
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Planned Deviation [Temporary Change— Commitment Form

Document Number: D6256

Rev: W.1
Attachment 2

Effective: 03/12/2024

p.20of4

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

**Tnitials and signatures can either be wet or digital. Adobe digital signature can be used per D43887 on documents.
*Check box only when using Digital Signature Form per D16659.

All commitment due dates should be at least two weeks before the PDR End Date.

Additional rows can be added if needed.

Commitments Quality
" . Owner Date of Date T ses
Number Descngtnon of Commltm?nt Owner Name **Initial/ Due Date Commitment | Transferre NC Number Initial and
and Evidence of Completion . Date
Date Completion d to NC
Required Objective Evidence:
Commitment: N/A [X]
04
Required Objective Evidence:
*
*E] D
Commitment: N/A X
05
Required Objective Evidence:
*
*D D

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this document resides in

Agile Workplace.

Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Company Proprietary




Document Number: D6256
Rev: W.1

/ Attachment 2
. Effective: 03/12/2024
= Cepheid. p.aor4

Planned Deviation /Temporary Change— Commitment Form

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

**Initials and signatures can either be wet or digital. Adobe digital signature can be used per D43887 on documents.
*Check box only when using Digital Signature Form per D16659.

All commitment due dates should be at least two weeks before the PDR End Date.

Additional rows can be added if needed.

Commitments Quality
. . Owner Date of Date kT
Number ?:;cglvl;g::c:fo(f:g:::l?;‘;:; Owner Name **Tnitial/ Due Date Commitment | Transferre NC Number Inll)tﬁle and
P Date Completion d to NC

Commitment: N/A [}

Implement bar code scanner in PAL
06 Jay Soni 0

Required Objective Evidence: slyolay

[
Provide Agile proof of release +[] 07/24/2024
Commitment: N/A []
MB
1 Develop standard Work for
07 counting cartridges in ROBAL Mansi 30MAY2024
Bhosle
Required Objective Evidence
Provide Agile proof of release +[] 01/15/2025

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this document resides in
Agile Workpiace.

Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Ccmpany Proprietary




Document Number: D6256
Rev: W.1

/ Attachment 2
. Effective: 03/12/2024
/Ce,oheld, I p.dofd

Planned Deviation /Temporary Change— Commitment Form

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

**Initials and signatures can either be wet or digital. Adobe digital signature can be used per D43887 on documents.
*Check box only when using Digital Signature Form per D16659.

All commitment due dates should be at least two weeks before the PDR End Date.

Additional rows can be added if needed.

Commitments Quality
S e . Owner Date of Date E*Ymies
Number :):scgvl;g::czfo?g::l?:; n:;' Owner Name **Initial/ Due Date Commitment | Transferre NC Number In;;;il and
pietio Date Completion d to NC
D Complete Attachment 3 Closure Form. Check box when Attachment 3 Closure Form is completed.
COMMITMENTS
COMPLETED:

VERIFIED BY (Quality):**
Name: **Signature: Date:

Signature: 4 Sone Signature:

Jay Sont {May 30, 2024 07:42 POT)
Email: jay.soni@cepheid.com Email: mansi.bhosle@cepheid.com

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released version of this doecument resides in
Agile Workplace.

Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Company Proprietary
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Document Number: D6256

Rev: U.1

/ Attachment 4
; Effective: 11/14/2022

Z Cepheid, . Tof 1

Planned Deviation/ Temporary Change - Extension/Void Request Form

SECTION A: Extension/Void Request (Completed by Initiator)

Planned Deviation 23-PDR-087 Type of Request: [X] Extension [] Void

New End Date: 31 October 2023

Commitment Number(s): 2 Number of Extension: X First
[J Second
CInA O Third CIna

SECTION B: Justification(s) of Extension/Void (Completed by Initiator)

Based on 23-PDR-087 Commitment number 2, SmartSolve query result shows two non-conformances initiated (23-NC-08970 & 23-NC-08987 )
involving three product lots after PDR implementation. Manufacturing and Quality have discussed and made a decision to move forward with a
CAPA Request related to Quantity discrepancy. The team would like to extend PDR for additional 3 months while CAPA process is evaluated.

Is the commitment overdue: ] Yes [X] No
If Yes, explain:

Department Name Signature - Date

Initiator Kevin Wermers L, Refer to Digital Signature Form
*e-sign X

SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments)
(Director or VP Level signatures required for Extension(s))

Department . Name Signature Date
]
Manufacturing Nate Sulaver .. Refer to Digital Signature Form
re-sign X
Materials Alik Bhowmick L. Refer to Digital Signature Form
| *e-sign X
|
‘ Quality Rajesh Gur . Refer to Digital Signature Form
*e-sign X
‘ Stakeholder Dept.: N/A N/A N/A
p.: N/ *e-sign [
Stakeholder Dept.: N/A N/A . N/A
*e-sign [J

*Signatures can either be wet or digital using approved Digital Signature Form per D16659

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepht\aid Confidential Date Printed: 7/27/2023 6:29:41 PM

Confidential - Company Proprietary




Document Number: D16660
/ . Rev: A
7~ Cepheid. Effective: 06/27/2013

Page 1 of 1

Digital Signature Form

Before using this form, you must complete training per D16659 Document |D6256 PDR extension

Originator Instructions: Name:  123-PDR-087
Name the document to be reviewed something unique and easy to identify
Verify the document name matches the one in the Document Name box. . .

Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: IJUI 26,2023 |
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail. Date Due:

bl 27,2023 l

Approver Instructions: CC only:
Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator:

Originator |kevin Wermers E-mail |Kevin.wermers@cepheid.com Phone |209-642-6510
(¢ Approved as-is (¢ Approved as-is (¢ Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)

, Kevin  puib oo Nate ot aieer : o [tk by Ak Bhewmic
kevin wermers Ky, ors Owe: 20238726 Nate Sulaver Sulaver Pienmas Alik Bhowmick |l owmick Dae:202207.26
Department |Manufacturing Department IManufacturing Department {Materials
(" Approved as-is (" Approved as-is (" Approved as-is
( Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)

Rajesh Gur N/A N/A
Department |Quality Systems Department [N/A ] Department |[N/A

Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at www.adobe.com.
Click in the signature field to sign the document. A wizard vill teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.




/ Document Number: D16660
. Rev: A
/Cephe/d. Effective: 06/27/2013

Page 1 of 1
Digital Signature Form
Before using this form, you must complete training per D16659 Document |D6256 PDR extension
Originator Instructions: Name:  123-PDR-087
Name the document to be reviewed something unique and casy to identify
Verify the document name matches the one in the Document Name box. . .
Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: IJUI 26,2023 |
- on the outgoing e-mail. Use the Comments box to provide any pertinent

information. Save, then distribute the form and document by e-mail. Date Due: IJUI 27,2023 |
Approver Instructions: CC only:
Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.
If you have questions or concerns, contact the originator:

Originator |kevin Wermers E-mail |Kevin.wermers@cepheid.com Phone |209-642-6510

(¢ Approved as-is (¢ Approved as-is (" Approved as-is

(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)

) Kevin  Doubsmedty Nate e i .

kevin wermers IW ermers S onas Nate Sulaver Sulaver ®isepos Alik Bhowmick

Department IManufacturing Department |Manufacturing j Department |Materials

(¢ Approved as-is (" Approved as-is ( Approved as-is

(" Approved with changes (below) C Approved with changes (below) C Approved with changes (below)

Rajesh Jistalysigned
Rajesh Gur ) s 26 N/A ' N/A
Gur 17:11:224 0700

Department |Quality Systems Department IN/A j Department |N/A

Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is avallable for free at www.adobe.com.
Click in the signalure field to sign the document. A wizard will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.




Document Number: D6256
Rev: U.1
Attachment 4

Z Cepheicl T

Planned Deviation/ Temporary Change - Extension/Void Request Form

SECTION A: Extension/Void Request (Completed by Initiator)

Planned Deviation 23-PDR-087 Type of Request: [X] Extension [] Void

New End Date: 05/31/2024 -
Commitment Number(s): 02 Number of Extension: [] First
Second
O nva [ Third CIn/a

SECTION B: Justification(s) of Extension/Void (Completed by Initiator)

23-PDR-087 will be extended to give time to validate the cameras that will be installed in the Manufacturing area to mitigate the current manual
counting process.

The 2™ extension is to also correct the Commitment #02 justification noted in the PDR 1% extension.

Commitment #2 states: This PDR will assess through NC SmartSolve if any additional NC were found for quantity discrepancy.

On 06/23/2023, 23-PDR-087 was extended indicating 23-NC-08970 and 23-NC-08987 were initiated and CAPA Request was initiated related to
quantity discrepancy. These NCs were referenced in CAPA Request# 23-CR-0450 and in CAPA #23-CAPA-0305. However, the focus of the
investigation of 23-CAPA-0305 was at the kitting process due to inconsistent component packing during the shipping step. The NCs mentioned in
the PDR 1% extension were inadvertently referenced because the intent of 23-PDR-087 is to accept the quantity variance in Table 1 of the said PDR
which is currently performed through manual counting. There is no CAPA opened for this type of failure.

Further review of NC SmartSolve from 07/28/2023 (PDR implementation date) to 10/17/2023 {commitment due date) revealed NCH 23-NC-09520
was opened which appears to be related to 23-PDR-087. Commitment #2 can be closed.

Additional commitments added {refer to commitment form for details:
Commitment 03, 04 and 05

Is the commitment overdue: [_] Yes No

If Yes, explain:

Department Name Signature Date
, Chris Robingon _
Initiator Chris Robinson Khris Robinson (Oct 27,2023 12:59 FDT)_ | see e-signature
*e-sign [

SECTION C: REVIEW AND APPROVAL (Completed by Stakcholder departments)
(Director or VP Level signatures required for Extension(s))

Department Name Signature Date
Manufacturing Nate Sulaver 1 27,2003 154401} . See e-signature
*e-sign [
. ) ) lik_ Bhowmic ,
Materials Alik Bhowmick Amﬁmﬂm (0ct 27, 200 uf, oy . See e-signature
e-sign O
uali Rajesh Gur d%- 1 {Oct g 202321:07POT) . See e-signature
Quality *e-sign []
Stakcholder Dept.:
Maintenance and Processing Wasiu Ashiru Wasiu Ashinu (Oct 24,2023 18:53 POT) . See e-signature
L *e-sign [
Engineering
Stakcholder Dept.: N/A *e.sign [

*Signatures can cither be wet or digital using approved Digital Signature Form per D16659

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 10/24/2023 6:32:43 PM




Document Number: D6256
Rev: W.1
Attachment 4

/C. ep heij a. Effective: 03/;?/122{23

Planned Deviation/ Temporary Change - Extension/Void Request Form

SECTION A: Extension/Void Request (Completed by Initiator)

Planned Deviation 23-PDR-087

Type of Request Please select: Extension of PDR and open commitments

PDR New End Date: _ 01/29/2025 [ IN/A

Number of Extension: Third

Commitment Number New End Date
03 N/A

04 N/A

05 01/15/2025

CIN/A

SECTION B: Justification(s) of Extension/Void (Completed by Initiator)

Commitment 03 ~ Complete validation of the cameras in manufacturing workstation is no longer feasible due to PAL room ambient light situation,
it is challenging to deploy vision system technology for the part’s counting. This commitment will be closed {see attached Memorandum dated
05/17/2024 for details.

Commitment 04 — Updating the PAL Batch Record to include quantity received from ROBAL is no longer applicable since validation of the camera
can no longer be deployed. Commitment #04 can be closed.

Commitment #05 — removal of PDR posted copies will be extended to 01/15/2025, two weeks prior to PDR new end date on 01/29/2025.

New Commitments will be added:
Commitment #06 — Implement bar code scanner in PAL
Commitment #07 — Develop standard work for counting cartridges in ROBAL

Is the commitment overdue: Yes

If Yes, explain: 23-CR-0534 was initiated related to Product Quantity Discrepancy between ROBAL and PAL to justify extension of this PDR.
However, the CAPA Request was rejected due to an on-going PSP,

Department Name *Signature Date

Chris Robingon ,q W

Initiator Chris Robinson Chiis Rabinsan {ay 30,2024 10:32 PDT) A Q SI 30‘ 7'01'* *[]
SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments)
(Director or VP Level signatures required for Extension(s))

Department Name *Signature Date <

1eb-DhilL os|2alzozq (D)
Manufactul'ing Jat Dhillon AT S 1), NG PO *D 3 2—4— *D

KBS ;
Materials Alik Bhowmick R k309040 0T e May 30, 2024 «
Quality Rajesh Gur RajesZGur (Ma ,ﬁlS:MPDﬂ *[] May 30,2024 0
. - os ey W
Stakeholder Dept.: Wasiu Ashiru Wagln Ashiru *[]
\asiu Ashiru (May 29, 2024 21.16 PDT) *[] )

, User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
O refer 4o (2P Py p g g exp

in Current released version of this document resides in Agile Workplace.
es |f3wx(\4m

M OS|30 [2034 Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Company Proprietary



Document Number: D6256
Rev: W.1
/ . Attachment 4
; Effective: 03/12/2024
/ Ceph elde p.20f2
Planned Deviation/ Temporary Change - Extension/Void Request Form
Stakeholder Dept.: N/A ] 4
Stakeholder Dept.: N/A o0 *[]

*Signatures can either be wet or digital. Check box only when using Digital Signature Form per D16659. Adobe digital
signature can be used per D43887 on documents.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released verston of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 5/29/2024 5:58:19 PM

Confidential - Company Proprietary




/ 1 . Document Number: D53454
. Rev: M
/Ce,ohe/d.

Effective: 05/06/2024
p. 10of 10

Kitting Worksheet for Xpress CoV-2/FIu/RSV plus

Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536

Signature Sheet

All individuals performing steps in this Device History Record (DHR) must sign in below and check the step/s
they performed.

Print Name Initials Signature

F—\M'Mrlj hoonmee Kb %s/\—/
heer, x\mf\) ) K %\‘,\

L\chAfa Aa, D4 s Troa L/4 decao /1 (g/aco
Chrithion  Sohe fvaw P ) .

g\f\\cj{ej Agilen, ABA %//44/@«

WU ED) Th oy Wwe | 0~

Leywr Vozguez @ MV @ | Loy VA @

ANEER MaYaeE Bt RAN
HIECRRER T, (ABRALES ML =
DALY T1mMBANC, DT Wv%

. 4
Se\enn Landwn St Sebamn o b
Al Valenirla A Kt s honly
L hi/
mye W W\/\@’I/L

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4:03:56 AM
Confidential - Company Proprietary




| / ' ‘ . Document Number: D53454
R Rev: M
/Cephe/d.

Effective: 05/06/2024
p.20f 10

Kitting Worksheet for Xpress CoV-2/FIu/RSV plus

Part #: XP3COV2/FLLU/RSV-10 Batch#: | 1001441536

LsP#: | 60611

Production Order/Work Request #: 1095098

QA Review

1 Verify data from Product QC Testing is present (Refer to Product QC Testing Procedure D12547
" | and D47377).

2. Verify D54313 ROBAL Worksheet is attached.

Comments: E(N/A Employee Sign and Date: /\@ 0 g//[b' /L"/
QA Disposition ~ Entry
Check One Box IS}/Accept (Reject
QA Released by (Full name) Signature Date
i Thylor Torreg | A% 09 [14 2y

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
‘ Current released version of this document resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/14/2024 4:03:56 AM

Confidential - Company Proprietary
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Document Number: D53454

Rev: M
Effective: 05/06/2024
p. 30f 10
Kitting Worksheet for Xpress CoV-2/FIu/RSV plus
Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536
1. PRODUCTION INFORMATION
Production
Llsp# |60611 PAL# | 007 1095098
Order #
Manual Batch Record KIMBERLY BOONMEE 1 ) 13AUG24 0403
Initiator: Print Full Name Date Time
SECTION A: LINE CLEARANCE
For preparation, refer to D10643 and D52941.
Task Description Action
Perform Line Clearance per D4255 SOP and attach Line IZ{
Clearance Form D4255 Attachment 1 to DHR. es
PDR#: [1N/A CRM #: [FN/A
Additional documentations (CRM/PDR if applicable
(CRM/PDR if applicable) 13- 792 .08
Ensure D47061 Re-Processing Plan Attachment 1 is
present, if applicable O Yes or LAN/A
. o Employee Sign Date
Line Setup Verified by U clcnn Aldac o [Y fUe LYy
SECTION B: PAL SETUP
Action PAL 007 PAL 008 PAL 009 PAL 003
Cobra Carton Former Recipe#: 1 2 1 1
PAL _QOJ_ Paloma Cartridge
Pick N Place Recipe#: 1 35 38 2
SETUP pEr
TSC30 Carton Closer Recipe#: 1 2 1 1
Checkweigher
Worksheet attached [AYes
Perf db Employee Sign Date
erformed hy:
(N (9 AUbk=4

SECTION C: Additional Checkweigher

Create Checkweigher recipe per D54333.

&' n/a By | 4 AUG L4

Checkweigher Worksheet Verified by (Employee Sign): Date:
E'N/A AV 1A RUG L4
Checkweigher Worksheet Verified by (Employee Sign): Date:

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4:03:56 AM
Confidential - Company Proprietary
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Kitting Worksheet for Xpress CoV-2/FIu/RSV plus

Part #: XP3COV2/FLLU/RSV-10 Batch#: | 1001441536

SECTION C: Additional Checkweigher continued

Checkweigher Worksheet Verified by (Employee Sign): Date:
O N/A
Checkweigher Worksheet Verified by (Employee Sign): _pate:
O N/A
A (A
Checkweigher Worksheet Verified b ayee Sign): Date:
Verified by (Employee Sign): Date:
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/ I Document Number: D53454
4 Rev: M
/Ce,ohe/d,

Effective: 05/06/2024

p.50f 10
Kitting Worksheet for Xpress CoV-2/FIu/RSV plus
Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536
2. ISSUE COMPONENTS
2.1 Referto D10643 and D52941 for kitting and PAL operating procedure
2.2 P‘etr‘for;m :Lf[ne“Set-Up per D4255 SOP. Cbmplete and attach D4255 Attachment 2 Line Set-Up Form to DHR
Component | Part# Lot#/Batch # ESt'ISQSE:zt'ty Component Part # ~ Lot#/Batch #
, . Flyer, Web
Carton 300-8301 ) 302-6916 25 i
- 3250 192S | A80) Location o1-gudal
Carton : ' (Check one)
Divider / | 300-8303 N/A 190 Pipet, 300 pl | [1300-8533
Sleeve L A1302-5471 O’),.lg'uj’y{
Shipping ' Filled
: - N/A 700-7822
Box 4 300-8086 / q(o" Cartridge 620(0 | ‘
o Shipping Box
Label Stock | 300-5445 302-7683 MD0662 Attached
| sz 1| 1500 Label

Abso‘rbeﬁnt

pad 390-‘702”1 l0M325 12 }807/ QRI, Tablet 302-6868 3"(8L‘§?77\

Divider

S 300-8320 QRI, Hub 302-6871 | .

Comb 224 3CgWd | 2807 2|- Jusyg

Side Label PAL Label
- -027
Stock 301 2307 LS (q[ | 1900 Ribbon 001-0270 10014375 106
Hazard Flyer,
302-5518 303-1472

Label | 39 S baa/) |2g07 | ADFchange D ya) 42|

Label, : Label, :
New ADF | 3019872 | ) ¥ 199 q ©) Updated Fy | 30275138 {J) A

Employee Sign .
P}erformﬂed By . -« Date

14 hug 24
Employee Sign v

‘Line Setup Verified By v tone A(J:: . Date ”(/4 VG 7.4

3. LABELS

Attach completed Label Accountability Worksheets (D0662) to this worksheet, for applicable Iabels only
(Print labels per BOM accordmg to D55326)

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4:03:56 AM
Confidential - Company Proprietary



/Cepheid.

Kitting Worksheet for Xpress CoV-2/FIu/RSV plus
Batch#:

Part #: XP3COV2/FLU/RSV-10

. Document Number: D53454
Rev: M

Effective: 05/06/2024
p. 6 of 10

1001441536

TOP LABEL SAMPLE (RECORD INITIALS AND DATE OVER THE LABEL AND PAGE)

Attach First label:

A R 4 071
Vo A ® 3\

™

GeneXpert’

®Xpress CoV-2/FIu/RSV plus §

[ Verify Label Part/Revision:( LBL P/N )

jrif Verify Batch# matches PO: )
lZﬁIerify EXP Date matches PO:( g

A Verify GS1 Date (17) matches EXP date: (YYMMDD)*

[ Verify Product Name matches PO:()

Label Part# 302-7682

Xpe
Cgpheid Switzeriand GmbH t
XP3COV2/FLU/RSV-10 S X
- 441 536 CH-88(-)0ESW|QZE o \l
Lo, 1097 Veasgen o
2025'08'03 81470 Maurens-Scopont, V\
Cepheid ) Q
ﬁ‘f’gﬁ%‘iﬂ"’r‘nSV—1o d 3?.1%%2?3."5233& usA {: performed T Emp—rm—
’DO\'OI‘!SV"’US'!’ESOUK‘ES
ild A
%{3%%33%240008000 @ 1?::11?‘0%“'9524;%5;\ By/Date (' '70, ' 4 Auhz 6/
# 1536 .
e Line Setup (Employee Sign and Date)

%Cephel de

PRSI (240)XP3COV2/FLUIRSV-10
For use under EmergeicY  BL PIN 302-7682. Rev E

luow« e Alducs 1MAVE2Y
(Employee Sign and Date)

LA [Y Aug 24

Verified By/Date

2"d verified
By/Date

Attach Last label:

Vi A< Q@ C€ma]

Xpert®Xpress CoV-2/FIu/RSV plus

GeneXpert*

www.cepheid.com 904 Caril i
’ . -anbbean Drive
‘coronavirus-resources Sunnyvale, CA 94089 USA

XP3COV2/FLU/RSV-10 Sopensmuemaom )
1001441536 ] ot o T 3
oo 2025-08-03 gf:ﬁﬁ'e“:p:s::o. . QQ:
XP3COV2/FLU/RSV-10 Cepheid ' V_

—_

<

Kl (01)07332840008000
(17)250803 121 N Guild Ave
. Lodi, CA 95240 USA

et

3
3
G
Ry

g (10)1001441536
EE (240)XP3COV2/FLUIRSV-10

For use under Emergency
Use Authorization (US) LBL P/N 302-7682, Rev E

ZCepheido

E’fVerify Label Part/Revision:( LBL PIN )

ul Verify Batch# matches PO: ([LOT])

B’Verify EXP Date matches PO:(E )

[j Verify GS1 Date (17) matches EXP Date: (YYMMDD)*

Q(Verify Product Name matches PO:([REF])
Label Part# 302-7682

(Employee Sign and Date)
Performed By/

Date M Wil 14 voc2 4

(Employee Sign and Date)

Verified By/

oate Seln0.Qpneb 1 Rue

*Both EXP date and GS1 date should match

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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| / ‘ ' . Document Number: D53454
. Rev: M
/Cephe/d.

Effective: 05/06/2024
p. 7 of 10

Kitting Worksheet for Xpress CoV-2/FIu/RSV plus

Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536

SIDE LABEL SAMPLE (RECORD INITIALS AND DATE OVER THE LABEL AND PAGE)
Attach First label:

7

Xpert® Xpress CoV-2/FIu/RSV plus / ,
/Cephe/d. ™
A better way.
1001441536 ™
Xpen®Xpress CoV-2/FIu/RSV plus NJ
2 2025-08-03 3
1001441536 ;:
23 2025-08-03 -
C
<«
LBL P/N 302-6714, Rev B
PT Verify Label Part/Revision: ( BL P/N) PTVerify EXP Date matches PO:( g)
FT Verify Batch# matches PO:([LoT])
Label Part # 302-6714
Performed By: | *™%"  n fo) Date:| ¢ Alfp2Y
Line Setup Verified By: | "™ | /0 no Moo Date: [Y4V6 LY
2nd Verified By: | v se A Date: | [ 2
(4 Pug 24

Attach Last label

Xpert® Xpress CoV-2/FIu/RSV plus //Ce; phe v{g .
1001441536 Xpert® Xpress CoV-2/FIu/RSV plus ™
23 2025-08-03 S
1001441536 o
83 2025-08-03 NN
2D
LBL P/N 302-6714, Rev B <;_':D
7 Verify Label Part/Revision: ((LBL P/N) E((lerify EXP Date matches PO: (&)
lZ]/Verify Batch# matches PO:([LOT])
Label part # 3026714 AT AU

Performed By: E"“""“S‘E"Q%W \,(W Date: | | A PG L&
Verified By: E’""'&‘é‘?j lm i)ﬂm)\/ Date: lu\ \f\\)(/) 7)—\
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' . Document Number: D53454
/ ] Rev: M
= Cepheid. Effective; 05/06/2024

p. 8 of 10

Kitting Worksheet for Xpress CoV-2/FIu/RSV plus

Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536

4 IN-PROCESS LABEL STOCK/RIBBON OR RESTART [ N/A Employee Sign and Date:

After changing label stock/ribbon or restart of pal*. {(Attach the first 1 good label on back of this page then record initials and
date over the label and page).
Check one that applies (V) c:rlttcl) N Corner/ Performed by Verified by

Stock Ribbon Restart** W) side (V') (Employee Sign and Date) {Employee Sign and Date)

v v ( fo 14 MGy VN, 2

V. oy Vg ka7 1 hudrd
n /A
nv 4 NG L4
/

*If label is loaded incorrectly, apply label on back of page and deface and re-load the label. Mention in comment section, if any.

*¥*If restart is performed, a verified by is required. Document the verification in comment section.

5. RETAIN SAMPLE ACCOUNTABILITY

Action Bag #(s) Qty Box #* Pallet #* F(’:;?::::g;“)’ Date
1
et [ | 047 [0031 | et lupuios
1 from end) End O Poloan | 003 oo fond |V rua s
(*Refer to D2857)
6. FINAL ACCOUNTABILITY
Final Accountability Quantity Performed by Date

(Employee Sign)

Qty of cartridges rejected from
PAL 6’ ‘ R\Hga)ur:(:)m ‘N/WI\ Vg pler A AL 14

Total Qty of kits accepted 1391 M‘M WMWU \ 4 AU(A 24

Vverified By | NP ) QUPe |14 A&

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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LMY 14Aue24
Xpert® Xpress CoV-2/FIW/RSV plus .
P P P A‘ephe/d.
A better way.
1001441536
Xpert® Xpress CoV-2/FIL/RSV pius
&3 2025.08-03
1001441536
& 2025-08.03
LBL P/N 302-6714, Rev B
®
Xpert® Xpress CoV-2/FIu/RSV plys /
/Cephe/'d.
1001441 536 A better way,
E 2025.08-03 Xpert® Xpress CoV-2/F IWW/RSV plys
1001441536
& 2025-08.03

LBL PIN 302-6714, Rev B

A3 'v1£9-20€ Nid 191

| €0-80-520 §3
| 9ESLPPL00L
1 £0-80-5207 5%
$nd ASH/NI/Z-N0D ssaudy ;pady
1 ® 9ES1LFPLO0L
‘A’uMJaua(qjv
pIaY ‘7 snjd AS¥/NI4/Z-N0D ssaidy @HdX
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‘ //Cepheid.

Document Number: D53454

Rev: M
Effective: 05/06/2024
p. 9 of 10
Kitting Worksheet for Xpress CoV-2/FIu/RSV plus
Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536
7. COMMENTS
Page or .
Obs.i | Att. Comment Emp'°y;:;'g" and
Effected
B2 Pule enty e, Core - date (5 14 hug 24 \ l
\ DM | ACrales Vit N\ ¢ C ¢m‘m. %W /4 MM
PONEC DRAA LS G0N peoaza
R e
RO C\ONEY A0 - 9 e .
@ w?é“%m O\ jj whaols gre W I\.}pyﬂi&m
: \ N\ Xe M)
@ \ %\f “3“ o 3 Qeﬂmf{l/@hm
W [\ 00 N \ A [recvc .
@ N 9 Sead v DL Dpnrpin
P94 - 1 oF NCSOUATE  INApVENTENTLY  UlEp  IncoMiecy PEM  THNsUG JtLeT WM&D
@ DHIL THe DHn- gnw 477"0_'7'__’)9‘5"‘7" /4@“?@‘/
WA
W Mg Y
Verlfled By 4 Employee Sign and Date
o /%W Wang 24
|4

[

MW pug LY
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/ | . Document Number: D53454
. Rev: M
/Cephe/d. -

Effective: 05/06/2024

p. 10 of 10
Kitting Worksheet for Xpress CoV-2/FIu/RSV plus
Part #: XP3COV2/FLU/RSV-10 Batch#: | 1001441536
8. END OF RUN
Action Performed. by Date
(Employee Sign)

Remove the label file(s) and clear from the saved locations on

automated lines. &(\\MN\)\ UXMWJM ‘4 AU& 1,4‘

Cleaning per D6691. Mih Ugta M hodin 4 AUG 24
Left over material returned to stockroom “ /P( hUEﬁUG 'L?G 14 [\) /A nthCq24@

verified By | Selung, piagho 1M BOEY

9. APPROVAL
BACKFLUSH TRANSACTIONS

Performed By
Step Action Date

{(Employee Sign)

9.1 SAP Transacted SQ/Q/UQQ WU ]u\ p(\)(;-,)/q

)Zers or 0 N/A  DO0662 Label accountability Form(s) attached to DHR.

Confirmed Processing Conditions

Production Order completed, and related documents attached to the DHR

D4255 Attachment 2 Line Set-Up Form attached to the DHR
D4053 Attachment K Visual Inspection Form attached to the DHR

Z]/ D4255 Attachment 1 Line Clearance/Line Set-Up Form attached to the DHR
JZ/ Checkweigher worksheet
Oy

@

es or ﬁN/A D47061 Re-Processing Plan Attachment 1 attached to DHR.

Final Review and approval by Manufacturing is intended to assure that the data and requirements for
producing the following part are within the release specifications as required.

As the verifier and approver of this device history record, you assure that this record was produced and filled
out in accordance with Cepheid Requirements.

Full name and Signature

Manufacturing Approved By%%\m \Q\\(\d\\(\ Sdﬁfm JU/MV Date: \L\ P(\)C‘l l"}

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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Document Number; D52669

7 . Attachment 1
/fgéephe/d. " Rev:H
Effective: 08/08/2024

p. 1of 7

PAL Count Verification Form

Part #: XP3COV2/FLU/RSV-10 Batch #: 1001441536
PAL TOTAL COUNT

A) CART#1 | |z\ug

B) CART#2 \&MD

C) CART#3  ||5YD

D) CART#4 | |5YD

E) CART#5 | |5W

F) CART#6  ||SUp

G) CART#7 | \oH |

H) CART#8  ||BUY

1) CART#9 ||5UY

) CART #10  ||BUQ)

K) CART#11 [|BYy

L) CART#12 |\5YQ)
M) CART#13  |\GUY()

N) CART#14 [\BYQ

0) CART#15 | \5Yp

P) CART#16 | |54V

Q) CART#17 [15%

R) CART#18 |\5Y0

S) CART#19 | 00

) CART#20 | T gmA—— |

PAL TOTAL 19,015
Performed By/Date ()(/ |4 AVNG24A
Verified By/Date | e ({AU( LY

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace.
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Document Number: D52669
Attachment 1

Cepheid. Effective: 0/08/2024
p.20of 7
PAL Count Verification Form
CART# | TRAY# |PAL COUNT CART# | TRAY# |PAL COUNT
L[ \5y 1. | \o"
2. \ 12. \
3. 13.
a. 14.
5. 15.
1 6. 2 16.
7. 17.
8. 18.
9. \Y 19. V/
0. ||5y 20. | \DM
A) Cart #1 Total: | | 5\)[ \ B) Cart #2 Total: \6 D
Performed By/Date |\l 1 NG Performed By/Date 3(/ \‘/\ MG M
Verified By/Date | \cg- \H{ AU LY Verified By/Date | \e@ \Y A4
CART# | TRAY# |PALCOUNT CART# | TRAY# |PAL COUNT
21 [\BY 31. | \tM
22. \ 32. \
23. 33.
24. 34.
25. 35.
3 26. 4 36.
27. \ 37.
28. { 38.
29. N 39 v
0. ||5Y 0. |15Y
0 cantmTotal| |5 () D)  Cart#aTotal: IN\I MG M 1540
Performed By/Date \)F-)H A\,\& (O Performed By/Date &(,\L\PM@()}/\
Verified By/Date| kg (Y A\A(,,‘LL{ Verified By/Date| ¥% (Y AU( LY

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024

Confidential - Company Proprietary




PAL Count Verification Form

Document Number: D52669
Attachment 1

Rev: H

Effective: 08/08/2024

p.30of 7

PAL COUNT

CARTH# | TRAY# CART# | TRAY# |PAL COUNT
a1 [ |oM 51. | |[O
42. \ 52. \
43, 53.
44, 54.
45. 55.
> 46. \ 6 56.
47. \ 57.
48. \ 58.
49. N 59 \
50. | \BY 60. | \54
E)  Cart#5Total:| \CY0 F)  Cart#6Total:| |40
Performed By/Date M \ 49“61 Z"f Performed By/Date | \f \L\g\)\&’L‘-\
Verified By/Date| \« @ \Y Au(,;u/ Verified By/Date| ¥@ (4 AU L2Y
CART# | TRAY# |PALCOUNT CART# | TRAY# |PAL COUNT
61. | (54 7. [ \BY
62. 154 72. \
63. | |SM 7| |
64. | \55 74. '
65. 5\ 75.
7 66. \) 54 8 76.
67. |5 77.
68. |54 78.
69. 154 79. \4
70. | |S™ 80. [|54
G)  Cart#7Total| |G Y| H)  Cart#8Total:| |SUD
Performed By/Date| Jf |YAWGZY Performed By/Date| () |AA\GZH
Verified By/Date| (. |Y Autx W Verified By/Date| o 1Y{AUL W

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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Document Number: D52669
Attachment 1

Rev: H
Effective: 08/08/2024
p.40of7
PAL Count Verification Form
<CART# TRAY# |PAL COUNT CART# TRAY# |PAL COUNT
8. | |54 9. | |bYy
82. \ 92. \
83. \ 93.
84. \ 94,
85. 95.
9 86. } 10 96.
87. 97.
88. 98. §
89. \/ 99. V
90. | oY 100. | |54
) Cart#9Total:| | HUD ) Cart#10Total:| | YO
Performed By/Date J\C \HAUELH Performed By/Date M’/) H Au(;‘ (B
Verified By/Date| ¥ (YAMIx2 ‘{ Verified By/Date| g \H AU\ Ly
CART# TRAY# |PAL COUNT CART# TRAY# |PAL COUNT
101. | |54 11, ||5Y
102. 112. \
103. 113. \
104. 114, I
105. 115.
1 1 106. 12 116.
107. 117.
108. 118. \
109. ‘\/ 119, W
110. | |DY 120. | |HY
K)  Cart #11 Total: ]GJ%O L) Cart#12Total:| \GUD
Performed By/Date .}}r Q\,,ltm\(\(;’{‘?qﬁ\'\b'lﬂ\ Performed By/Date 3\’, \l/{ AUGIM
Verified By/Date o A&{(q U-{ Verified By/Date| ¥ (Y{AuUlnL Y
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‘ gﬁw Document Number: D52669
Z Cephei. o =
Effective: 08/08/2024
p. 5 0f 7
PAL Count Verification Form
CART# | TRAY# |PALCOUNT CART# | TRAY# |PALCOUNT
121. | \BY 131. | \5HY
122, 132, \
123. 133.
124, 134.
125. 135,
13 126. 14 136.
127. 137.
128. . 138.
129. \y 139. \\/
130. | |DU 140. | |CM
M)  Cart #13 Total: \QU\O N)  Cart #14 Total: 2 540
Performed By/Date d(/\HP\U\G(Z}{ Performed By/Date| 1’, (Hm&@u\
Verified By/Date | ¥ {4 Aulyry Verified By/Date| ¢ t\uin e
r
CART#H TRAY# |PAL COUNT CART#H TRAY# |PAL COUNT
1. \bHY 151 [SF OY aeperi
142, \ 152,
143. 153.
144. 154.
145. 155.
1 5 146. 1 6 156.
147. 157.
148. \ 158.
149. \ 159.
150. | |Y 160. |\ T A
0) Cart#15Total:| | HUQ P)  Cart#16 Total: \UD\.\Q
Performed By/Date Mﬁ \\/\Q\)\G\@W & Performed By/Date \\‘(z 14 mer?/\/l
Verified By/Date| «¢& 1y }M(,(U_/ Verified By/Date 2% | M’L’-{

O C\nky die. jupG2d Sb e RG24
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Document Number: D52669
Attachment 1

|
Cepheid.

N\

Rev: H
Effective: 08/08/2024
p.6of7
PAL Count Verification Form
CART# | TRAY# |PALCOUNT CART# | TRAY# |PALCOUNT
161. | \5Y4 171. | |54
162. ) 5\ 172. \
163. \Bo4" 173.
164. \54 174.
165. \GM 175.
17 166. ) 54 18 176.
167. \5 Y 177.
168. | \SL 178.
169. | |54 179. | V
170. | 154 180. | |HY
Q) Cart#17Total:| \52,% R) Cart#18 Total:| |5U0
Performed By/Date| \AP\U\&Z}*\ Performed By/Date| (\} | H A\A 67,\’\
Verified By/Date| kg 4 Ab((,\’Ll.f Verified By/Date| k¢ |y AUGWH
CART# | TRAY# |PAL COUNT CART# | TRAY# |PALCOUNT
181, [\oY 191.
182. | \G1 192. \
183. | D 193. \
184. | (O 194. \
185. | D 195. N/n
19 186. | () 20 196. \ /
187. | () 197. | JOUHUGLA
188. | () 198.
189. [0 199. \
190. | () | 200, \
s) Cart#19 Total:| 50( T)  Cart#20 Total: \
Performed By/Date| (JF |[{AUWGTM Performed By/Date \
Verified By/Date| @ \Y A\,{(,., LY Verified By/Date
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/ Document Number: D52669
. Attachment 1
/Cepheld. Rev: H

Effective: 08/08/2024

p.70f7
PAL Count Verification Form
REVISION
REVISION EFFECTIVE DESCRIPTION OF CHANGE
H CURRENT Update to Main document only:

Adding Section 11: On-Load
Barcode Scanner Setup section

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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/ Document Number: D4255
. Attachment 1
/;f&ephe/d. Rev: BH

Effective: 10/11/2023

p. 1of1
Manufacturing Line Clearance Form
Production Order/Work Part #: Batch #:
Request #: 1095098 XP3COV2/FLU/RSV-10 1001441536
Lot/LSP Cartridge # | 60611
Process Description: Worksheet #:
KITTING D53454
1. Line Clearance Entry
Ensure arealwork station is clear of material from previous Production Order/Work A Yes 00 N/A
Request.

For automated lines only: material from previous job is present (exceptions as
defined in the Line Clearance section of SOP D4255), and area/workstation is clear Yes O N/A
of all other material from the previous Production Order/Work Request.

For automated lines with Label Printers only: Ensure Automated lines do not ZYes

have any labels loaded. O N/A

Ensure Cartridge Lid Film PN from current Production Order/Work Request is same
PN for next run online.

(If PN is different removed Cartridge Lid Film and label with PN and Lot number.
Return to Floor stock)

OYes IANA

Remove any expired material from the area/work station and discard as appropriate. | HI Yes O N/A

Ensure there is adequate separation between any other processes/lots, if applicable. | £I Yes O N/A
Ensure area/work station is clean and orderly. A Yes 0O N/A
Performed By: i Date:
X 14 fug 24
.5+ Verified By: LA Date: | /Y Augry

%"#‘"Wﬁfrj——-w& SRERLN. TN/

M oeps )Y Hip 24
O 2ngd Neripicafon o7 23 -PPR 08T Sy gy 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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Document Number: D4255

Attachment 2
Rev: BH
Effective: 10/11/2023
p.10f2
Manufacturing Line Set-Up Form
Production Order/Work Part #: Batch #:
Request #: 1095098 XP3COV2/FLU/RSV-10 1001441536
Lot/LSP Cartridge # 2001
Process Description: Worksheet #:
KITTING D53454
1. Staged and Floor Stock Materials Entry
Check all staged box labels and material labels within opened boxes/totes to ensure
the following matches the Production order pick list:
e Part Number
e Lot/LSP Cartridge #/Batch #/Serial # MYes [ON/A

¢ Reuvision (for labeling materials or Instrument parts)
e Quantity
e Ensure restriction log is verified for components

Ensure part #, Iot/LSP Cartridge #, batch #/serial #, revision (for labeling materials or

{YGS

Instrument parts), matches part # and lot/LSP Cartridge #, batch #/serial # recorded O N/A
in the worksheet for staged materials.
For BCR-ABL V2/Ultra: Verify open cartridge lot/batch # staged is the same open OYes MNA
cartridge lot/batch # used in the LSP testing.
Ensure staged materials with an expiration date listed on the Production E/
Order/Material Transfer Form are not expired and will not expire before the end of Yes LIN/A
the build.
Ensure machine parameters/processing conditions are correct and within specified Hyes O N/A
range per SOP or worksheet
Ensure staged Pipette material with expiration date do not expire prior to the E(Yes O N/A
expiration date of the final product that is assigned to the Production Order.
Ensure staged materials with freeze-thaw restrictions are within the allowed freeze- CYes WENA
thaw cycles.
Ensure floor stock part number against the Production Order/BOM and part and lot MYes 0ON/A
number recorded in the worksheet
Ensure floor stock materials with an expiration date are not expired and will not OYes ®ENA
expire before the end of the build.
Ensure there is only 1 revision for CD, Flyer, Package Insert, Additional Literature &Yes ©ONA
and Hazard Label per Kit Batch.
2. Labels (Controlled Labels in Agile) O N/A
Entry

2.1. Labels printed on the Automated Manufacturing Line: O N/A
Ensure correct label stock part number with Production Order/BOM. '
Ensure that the label stock matches the current revision artwork in Agile. #Yes [INA
Ensure the label stock part # and lot/LSP Cartridge #, batch # match what is
recorded in the worksheet.
Ensure label sample is the correct part number, matches the label part number Er(Y es  ONA

recorded in the worksheet and matches the current revision artwork in Agile.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4:01:23 AM
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Manufacturing Line Set-Up Form

Document Number: D4255

Attachment 2
Rev: BH

Effective: 10/11/2023

p.20of2

records, forwarded to QA, if applicable

Production Order/Work Part #: . Batch #:
Request #: 1095098 XP3COV2/FLU/RSV-10 1001441536
Lot/LSP Cartridge # 60611
| Scan sample label to verify assay name, lot/LSP Cartridge #, Manufacturing Date I Yes E(N A
and expiration date. Compare cartridge S/N to human readable on label.
- Ensure the Lot/L.SP Cartridge # and the Expiration Date on the label matches the
Production Order. If Manufacturing Date is required, ensure the Manufacturing date | ZYes O N/A
maitches the start date of the run.
Scan Omni NFC tag on sample label to verify lot/LSP Cartridge # and expiration OvYes mNA
date. Compare cartridge S/N to human readable on label.
Ensure the Lot/LSP Cartridge # and the Expiration Date on the Omni NFC tag
matches the Production Order. If Manufacturing Date is required, ensure the OYes MENA
Manufacturing date matches the start date of the run.
Ensure the “OM_" LSP checksum matches Agile. OYes ®NA
Ensure the expiration date of the final product that is assigned to the Production
Order is the shortest or a shorter dating of the beads, reagents or dyes that are [E(Yes O N/A
issued to the lot.
2.2, Pre-Printed Labels (labels printed using D0662 Label
Accountability Worksheet): 0 N/A Entry
On D0662 Worksheet:
s Ensure Part # and Lot/LSP Cartridge #, Batch # of Product matches the
Production Order.
« Ensure the Label Part, Lot and Revision number on D0662 matches the [Z(Yes 0O N/A
printed label and the BOM.
¢ Ensure the expiration date of the final product that is assigned to the
Production Order is the shortest or a shorter dating of the beads, reagents or
dyes that are issued to the lot (if applicable). ‘
3. CRM, PDR, Re-Processing Plan and/or NCR applicable Entry
Copy of CRM, NCR and/or PDR, present, if B/
) # , Yes [OIN/A
applicable ‘23 “P p,z - Ogﬂ
D47061 Re-Processing Plan Attachment 1, present, if applicable OYes MNA
Copy of CRM, NCR and/or PDR, D47061 Re-Processing Plan Attachment 1, training IZE(Yes 0 N/A

Comments: & N/A

Performed By Date:

LX

Verified By: Date:

LA

Yy Mty 24
I

[YAVC 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace.
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Document Number: D54333
Rev: B

) Effective: 04/12/2022
= Cepheid. p.10f2

Attachment 1
Checkweigher Data Record Sheet

Part #: XP3COV2/FLU/RSV-10 Lot #: 60611

o

Name (G7175en  Spbe/iasd

pate /4 Alrbry (1)

Unitlp & 44 74/

Calibration Due Date. 07/ 97/ 24

Filled (ROB) Cartridge Number 200~ 7 & 2

Table 1: Carton Components, list all components including carton blank, cartridges, pads, pipettes,

etc.
| (ie. Comb, Divli);szrg)f)lsﬁbent Pad, etc.) (Record a ¥, or N/AY*

Carton Blank, 10 Test Kits VvV
Absorbent Pad v’
Comb v’
Cartridges v
Divider v
CD, Assay Definition File N / /4
Flyer v
Pipettes v
Bag-Of-Reagents N/4
Other Qu\alt beperrpae  Irr?reweSony Mok /
Other Ry dle Plferopre Fhsrrypohpms Io8er v
Other A Ay Yootowet ADF S Yher e
Other N4 N/4

*Record an N/A if not applicable.

Oty dxe. WEVCH Sl e

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete
revisions. Current released version of this document resides in Agile Workplace.
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Document Number: D54333
Rev: B
. Effective: 04/12/2022
Cepheid. p. 2 0f 2
Attachment 1
Checkweigher Data Record Sheet
Part #: XP3COV2/FLU/RSV-10 Lot #: 60611
Table 2 Weights
Carton Full Carton Weight
‘ Number g
; ! [ 23/%
| 2 /- 2330
3 /. 92300
4 /. 2394
5 [ 230D

Units of weights recorded in Table (i.e. grams, pounds) I7DUV15/ S

Table 3 Checkweigher Test Scenarios

Test Procedure Expected Result Value
Run three (3) known good, closed | The checkweigher should let the PPass
cartons through the cartons pass through. .
checkweigher. O Fail
Open three (3) closed cartons and | The checkweigher should reject
remove a single cartridge from all three cartons. APass
each of them. Run each kit )
(missing a cartridge) through the O Fail
checkweigher.
| Completed By: p /7 5 Date / o /4 Y42<
Appendix
Revision History
Revision Effective Description of Change
A 1/18/2022 Initial release of work instructions
A1 3/1/2022 Need to be ported to compliance wire
B Current No changes to this Attachment

revisions. Current released version of this document resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/14/2024 7:28:16 AM

Confidential - Company Proprietary
O
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Attachment 2: Document Number: D54333
/ . Checkweigher Product Attachment 2
~ Cephe/d~ Statistics Worksheet ' Rev: B

Effective: 04/12/2022

Part # XP3COV2/FLU/RSAV—1 0

Lot # 60611

Enter the carton kit weights as measured and record to the
rows below. Data is entered in pounds and will be
automatically converted to grams using conversion factor 1
1b to 453.592 grams

Use the results below to create the new
checkweigher recipe.
Average weight of five samples + 4 grams.

Original Data Converted Data Average Weight 558.3 grams
Sample Weight (Ibs) Weight (grams) Max Weight 562.3 grams
1 1.2315 558.6 Min Weight 554.3 grams

2 1.233 559.3

3 1.23 557.9

4 1.2295 567.7

5 1.23 557.9

GREEN: ALL PASS
RED: ANY RED RESAMPLE
Data Entry Area

Completed By: Ps Date: 4 Allgae

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete
revisions. Current released version of this document resides in Agile Workplace.
Cepheid Confidential
8/14/2024 7:26 AM
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Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C1 Lot #: | 1001441536
Prodhction Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-02
Ribbon: | Part: | 001-0270 Rev | F Lot 1001432596
Label stock: | Part: | 301-7666 Rev | F Lot: N/A
Printed label: | Part: | 302-7683 Rev| C
L1 NA
Lot # Z/Production Order [] Dating sheet [] Device History Record
LINA
NA Mfg Date:

Manufacturing (Mfg) Date

Al labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

I NA Exp Date/Code: _2025 09 03

Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES

GS1 Date

travel label.
CINA GS1 Date: __ 7260802

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

JZ/NA Machine Number:
For cartridge label, ensure the correct Machine Number/ID is printed per DO363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

[1 Verified or LTNA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

A Verified or [1 NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

L.abel scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[ Verified and attached /Zf NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

ZINA 1st:

Last:

Test Scan completed

JAYes [1NA

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock | 474 hla 502
JZI/N/A Label
Stock
Performed By: | | Date: |2 flG 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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‘ . Document Number: D0662
/ Attachment 1
. Rev: BE
= Cepheid.

Effective: 4/14/2023

p.20of 3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | CA Lot #: | 1001441536
SECTION 2: ACCOUNTABILITY
‘ Label Operator Verifier

Total Labels Printed | A) { H(
Quantity Rejected | B) | |

Sample Labels=2 x
Number of rolls C) l

Total Labels Printed to be Verified (A-B-C)= | D) {444
Total Labels to be used (D - E) =

E) o

Number of Rolls \

Verified

By: * 7['%
' Performed by: 1L Aug 24
Date:
'Z/hﬁ 24
@ Matches artwork in Agile (4 Clean and clear print ?l  Print quantity is correct

[1 Sample labels attached to worksheet
[Jor[4AN/A  Mfg Date above matches label

[/l or (I N/A Exp Date/Code on the label matches production order or Dating Sheet
or MES trave! label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
[l or [JN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[[ or (IN/A Lot# matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
[Jor[AN/A Serial #s and Machine Number recorded matches label
[Aor [ IN/A Description on the label is correct
[Aor [ IN/A Part# and revision on the label are correct
[A or L] N/A  Account for any rejected labels. Deface and discard rejected labels

[Z1 or I N/A Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By: 12 Aqg 29

I2ZA0G24

2nd Verified By
{Lodi Only)

* To verify Section 1 and 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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‘ ‘ Document Number: D0662
Attachment 1
¢ . Rev: BE
= Cepheid.

Effective: 4/14/2023

p.30of 3
Label Accountability Worksheet
Part #. | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot #: | 1001441536
SECTION 3: LABEL ACCOUNTABILITY
X) - Total Labels Used 4,
Y) Total Labels Rejected/Unused 52
2) Final Total (X + Y =) 4q q
AA) Does Z = F? .@C"c'ﬁf"ﬁol
Performed By: | Py Date: | |4 PD&
Verified By: [ S) Date: | \1} YY) U

COMMENTS: N/A/T LY B Yy

Initial and date after each comment.

SECTION 4: APPROVAL

| FConfirm counts HFTine F and Line Z are equal

ATor[IN/A Account for any rejected labels. Deface and discard all rejected and
unused labels
[Jor LIN/A  Mfg Date on Page 1 of this worksheet matches label

[1or LAN/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travei label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
0 JorFIN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
@ Clor[ZIN/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
HFJorCIN/A Description on the label is correct

Plor[I1N/A Part# and revision on the label are correct

O or ZTN/A  If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: SL Date: \L\ P(\Xﬂ-l}—\
- * To verify Section 4

@ [Neorve ot cnﬁy . /7l Chonld he et - me 14 g 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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Document Number; D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10of3
Label Accountability Worksheet
Part #: XP3COV2/FLU/RSV-10 Rev: | CA1 Lot#: | 1001441536
Production Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-06
Ribbon: | Part: | 001-0270 Rev | F Lot: 1001432596
Label stock: | Part: | 001-1678 Rev | A Lot: N/A
Printed label: | Part: | 301-9872 Rev | D
Lot # E( [1NA
Production Order [] Dating sheet [] Device History Record
7 NA
LINA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

LI NA Exp Date/Code:
Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES
travel label.

GS1 Date

[ NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

[INA Machine Number:
For cartridge label, ensure the correct Machine Number/ID is printed per D0363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

] Verified or [] NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

[] Verified or [] NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[ Verified and attached [] NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #

printed [JNA 1st: Last: 3
Test Scan completed [ Yes [E/NA

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued

Label Stock O0I- 1% N /A X400
[jN/A Label
Stock
Performed By: NTP Date: \5 AUG 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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. ’ Document Number: D0662
/ Attachment 1
. Rev: BE
= Cepheid. Effective: 4/14/2023

p.20f3
Label Accountability Worksheet
Part#: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot#: | 1001441536
SECTION 2: ACCOUNTABILITY
Label Operator Verifier

Total Labels Printed | A) | QA0 ®

Quantity Rejected | B) 19 E) O
Sample Labels=2 x
Number of Rolls \ Numger of rofls C) 2

Total Labels Printed to be Verified (A-B-C)=| D) | 2A%9%
Total Labels to be used (D - E) =

Verified

By: *
Performed by: ’ﬁ
Date:
ENS VWL
[— Matches artwork in Agile L Clean and clear print & Print quantity is correct

[ Sample labels attached to worksheet
[Jor (IN/A  Mfg Date above matches label

[Jor [JNA Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expifation
[Jor[UN/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[Jor [NA Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
[Jor [JN/A Serial #s and Machine Number recorded matches label
[Jor (I N/A Description on the label is correct
[HJor I N/A  Part# and revision on the label are correct
(] or KA Account for any rejected labels. Deface and discard rejected labels

[J or [J-N/A  Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By:

2nd Verified By
(Lodi Only)

* To verify Section 1 and 2

|3 Aug 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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- 5 . . Document Number: D0662

Attachment 1
7 . Rev: BE
= Cepheid. Effective: 4/14/2023

p.30f 3

Label Accountability Worksheet

Part #: | XP3COV2/FLU/RSV-10 Rev: | CA1 Lot#: | 1001441536

SECTION 3: LABEL ACCOUNTABILITY

X) Total Labels Used

2169

Y) Total Labels Rejected/Unused

49
2) Final Total (X + Y =) 7\861 8

ircle One

AA) Does Z=F? @ or No

Performed By: | v o Date: | 14 fU& 74

Verified By: |S\U Date: | 1Y Q)5 11
COMMENTS: N/A[/|
Initial and date after each comment. Sty “O(JQ’L\
SECTION 4: APPROVAL ‘

Confirm counts [ZLine F and Line Z are equal

/ JZ or LI N/A  Account for any rejected labels. Deface and discard all rejected and

unused labels
Jor QN/A Mfg Date on Page 1 of this worksheet matches label

[Jor ZIN/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
CorZIN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Oor ZI N/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
%or [ N/A  Description on the label is correct

or [ JN/A Part # and revision on the label are correct

Cor[AN/A 1f MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

 *Verified By: <L Date: | {4 (ALY

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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Document Number; D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10of3
Label Accountability Worksheet
Part #: XP3COV2/FLU/RSV-10 Rev: | C.A1 Lot #: 1001441536
Production Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-06
Ribbon: | Part: | 001-0270 Rev | F Lot: 1001432596
Label stock: | Part: | 300-9219 Rev | C Lot: N/A
Printed label: | Part: | 302-5138 Rev | C
Lot # E( LJNA
Production Order [] Dating sheet [] Device History Record
[ NA
I NA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

LCINA Exp Date/Code:
Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the ot on the production order or Dating Sheet or MES
travel label.

GS1 Date

[ NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

I NA Machine Number:
For cartridge label, ensure the correct Machine Number/ID is printed per D0363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

[ Verified or [] NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

[ Verified or [] NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[] Verified and attached [] NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #

printed CINA 1st: Last: .
Test Scan completed [ Yes E/NA
Issue materials per D24651
Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 200-9219 N /A 2A00
MN/A Label
Stock
Performed By: NTP Date: | {2 Ay G 2Y

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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’ . Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.20of3
Label Accountability Worksheet
Part #: XP3COV2/FLU/RSV-10 Rev: | CA1 Lot#: | 1001441536
SECTION 2: ACCOUNTABILITY
Label Operator - Verifié} |
Total Labels Printed | A) | 2.9 00
Quantity Rejected | B) 0 E) @)

Sample Labels=2 x
Number of rolls

Total Labels Printed to be Verified (A-B-C)=| D) | A9 8

Number of Rolls \

Total Labels tobe used (D-E)= || F) 2.9
Verified
Performed by: NTP Date: IAAVG 24 s:t(: ’@’\2
| \3 Qg2
&~ Matches artwork in Agile [~ Clean and clear print Print quantity is correct

[A~ Sample labels attached to worksheet
[Jor AN/A  Mfg Date above matches label

[Jor [AN/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
JorAN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[Jor [AN/A Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
[(Jor[AN/A  Serial #s and Machine Number recorded matches label
[Aor [IN/A Description on the label is correct
[Aor ] N/A Part# and revision on the label are correct
[Jor [ZHTA Account for any rejected labels. Deface and discard rejected labels

[J or LIN/A Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By:

2nd Verified By
(Lodi Only)

* To verify Section 1 and 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/13/2024 2:48:19 AM
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' ‘ Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.30f 3
Label Accountability Worksheet
Part#: | XP3COV2/FLU/RSV-10 Rev: | CA Lot#: | 1001441536
SECTION 3: LABEL ACCOUNTABILITY
X) ' Total Labels Used 1399
Y) Total Labels Rejected/Unused qq
2) Final Total (X + Y =) lgq 8
AA) Does Z = F? Sogle one
Performed By: | Ry Date: | |ApHE 14
Verified By: <)\ Date: |\ QWY ) Y

Initial and date after each comment.

COMMENTS: NIARTS| | 0 A

SECTION 4: APPROVAL

y(Confirm counts
or ] N/A

o ZiNiA
Oor [ZIN/A

Oor % N/A
[JorVINA
ﬂ or CIN/A

or LI N/A
C or I N/A

/Zj Line F and Line Z are equal

Account for any rejected labels. Deface and discard all rejected and
unused labels
Mfg Date on Page 1 of this worksheet matches label

Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
Description on the label is correct

Part # and revision on the label are correct

if MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: §|/

Date: n‘«\ \(\\Xﬂ ll/}

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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7 ‘ . Document Number: D4053

Attachment K

3 ,
/& e,ohel d. Efective: 06103/2024

p. 1 of 11
Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton

Inspection GX products
part# YR3COVZ [FLU [PV = 10 pagoh#:_\UOM4!53b

Samplei#1
Cartridge

Cartridge Label [0 NA

Cartridge Lot #: ([()( |\
Label Clearly Printed and Legible BEYES ONO

ET Expiration Date Correct / O MFG Date Correct EYES ONO 7026 -0 - 03

Off Board Reagent!sz
‘ Off Board Reagent Label & Count EN/A 4
Lot #(s) Correct O YES O NO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO
For BCR-ABL Only: % N/A
Confirm that each type of Off Board Reagent is from no
more than two lots L YES LNO  LNA

Kit Box O N/A (.
Kit Label Clearly Printed and Legible BYES O NO
Kit Label Lot # Correct EYES ONO
Kit Label Exp. Date Correct [ZYES ONO ON/A
Kit Label MFG Date Correct OYES ONO ONA

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) OYES ONO  ENA

7 | Flyer(s) Present E&YES ONO ONA
(“>F:’N: 20¢ -64 \(7 Rev: G '
Additional Literature Present
PN: 50 ~ LN Rev._ D BFYES ONO ONA
PN: S0l —6326% Rev._ ©

Package Insert Present - %AK MNAVEZH AMAMAL T gES ONO B N/A
PN: < . Rev: —& AAR\MAVL LM
Hazard Label Correct pe BOM/ Worksheet / PO / SOP

(circle one) PN: 262 — 55\ 8 Rev: LEYES ONO  DNA
CD(s) Correct per BOM / WO (circle one) J
PN N A Revid )/ OYES ONO ENA
Components Correct per BOM EYES ONO
Foreign Particulates Observed in Kit O YES @NO
Leakage of Cartridge(s) OYES DINO

10 Test Kit (PAL) Side Label O N/A
Side Label Clearly Printed and Legible HYES O NO
Side Label Lot # Correct -YES O NO
Side Label Exp. Date Correct AYES O NO O N/A
Side Label Part # Correct OYES O NO O N/A
Side Label MFG Date Correct O YES O NO ZN/A

a A \MRVDZ™M
o ﬁbg\T\ONV\L?LZf\BELﬁ’U R Comments O N/A CZ/;'A\&EQ\,T\OWN— T A8 A WM ,Rﬁ‘im
; - i v
VR 2058 425 TRE0 C . ARA WAv62Y o 203 ~ 1M 3L Leu B
Performed By: A A IAV Date: MAVE2 ",
Reviewed By: Wi Date: |L( lbvuel ZL/
' 1

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4:04:56 AM
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NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit Batch.



‘ ‘ ' ' Document Number; D4053
Attachment K
H Rev: BE
/C: e,Oh eid. Effective: 06/03/2024

p. 2 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

Sample#2
Cartridge
Cartridge Label O NA

Cartridge Lot #: (Mo TAT ,

La;bel Clearly Printed and Legible MYES ONO

M Expiration Date Correct / O MFG Date Correct MYES ONO 2028 0% O3
Off Board Reagent!sg

Off Board Reagent Label & Count ™ N/A 4
Lot #(s) Correct O YES O NO
Exp. Date(s) Correct O YES O NO O N/A

Correct Reagent quantity per BOM O YES 0O NO
l For BCR-ABL Only: 5 N/A , - ’
Confirm that each type of Off Board Reagent is from no
more than two lots O YES ONO  DON/A

Kit Box O N/A

Kit Label Clearly Printed and Legible E{,YES 0O NO

Kit Label Lot # Correct MYES ONO

Kit Label Exp. Date Correct MYES ONO ON/A

Kit Label MFG Date Correct OYES ONO HNA

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) D,YES ONO E(N/A

Flyer(s) Present  (2) MYES ONO LDONA

PN: 302- €A)L Rev:_(

Additional Literature Present J

PN: 302- 697! Rev. D YES ONO ONA

PN: 302-6B6D Rev_ D I

Package Insert Present OYES 0ONO HMNA

PN: Rev:

Hazard Label Correct perﬁii@/ Worksheet / PO / SOP

(circle one) PN: 302-5519 Rev:_C ®YES ONO ONA

CD(s) Correct per BOM / WO (circle one) E(

PN: Rev:__ O YES ONO N/A

Components Correct per BOM M YES ONO

Foreign Particulates Observed in Kit OYES HFANO

Leakage of Cartridge(s) OYES B®INO

10 Test Kit (PAL) Side Label O N/A

Side Label Clearly Printed and Legible Ef‘YES O NO

Side Label Lot # Correct BMYES ONO

Side Label Exp. Date Correct & YES O NO O N/A

Side Label Part # Correct MYES ONO DONA

Side Label MFG Date Correct OYES ONO MNA
NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.
O Additional labels included  Comments O N/A (2)Adg) hona | »(-‘\yer Inclvd ecf

?/N -qQ872 . O

4 03385_-%8:35 rov.C YIN 303-1472 cev. B
LMY 14AVG 2 LMV 19A0¢24
Performed By: LMV Date: 19AVG 24
Reviewed By: ops Date: )q /ﬂ,{é 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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‘ l . ' Document Number; D4053
Attachment K
; Rev: BE
/C epheid. Effective: 06/03/2024

p. 3 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

Sample#3
Cartridge

Cartridge Label O NA

Cartridge Lot #: 606 /)
Label Clearly Printed and Legible ETYES [ONO

[ Expiration Date Correct / 00 MFG Date Correct IYES ONO 2prs- pg-p3
Off Board Reagent(s

Off Board Reagent Label & Count BIN/A
Lot #(s) Correct O YES O NO
Exp. Date(s) Correct O YES O NO O N/A

Correct Reagent quantity per BOM O YES O NO
| For BCR-ABL Only: ETNA ' '
Confirm that each type of Off Board Reagent is from no
more than two lots DYES LONO  LIN/A

i, Kit Box [ N/A

Kit Label Clearly Printed and Legible HAYES O NO
Kit Label Lot # Correct AYES O NO
Kit Label Exp. Date Correct HYES ONO ONA
Kit Label MFG Date Correct OYES ONO BENA

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) OYES HBNO [@NA

Flyer(s) Present @ IZYES ONO ON/A
PN: 302~ 69/ Rev: _4
Additional Literature Present
PN_202-Lg 2% Rev._D BYES ONO ONA
PN - 7/ Rev. D
Package Insert Present OYES ONO [ENA
PN: Rev:
Hazard Label Correct peBOM)/ Worksheet / PO / SOP
(circle one) PN: _Jp2 ~557¢ Rev: ¢ ZYES ONO  ONA
CD(s) Correct per BOM / WO (circle one)
PN: Rev: O YES ONO ENA
Components Correct per BOM AYES O NO
Foreign Particulates Observed in Kit O YES @NO
Leakage of Cartridge(s OYES [ENO
- 10 Test Kit (PAL) Side Label [0 N/A
Side Label Clearly Printed and Legible EHYES O NO
Side Label Lot # Correct H YES O NO
Side Label Exp. date correct EHYES O NO O N/A
Side Label Part # correct HYES O NO O N/A
Side Label MFG date correct O YES O NO EN/A
NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.
WALA  fora) jabe/s Comments O N/A @ AL B oa APFF 101
YN do1- z+ . _
VA 3»3555 2« c . 7A- 2371472 pey. B
T 005 (YAuUG24 CPsS 14 At +4
Performed By: CPs Date: IQMA 0.4/
Reviewed By: { X Date: ‘ N, Dy ﬂ 7/4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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& . ' Document Number: D4053

Attachment K
Rev: BE

' Cep heid. Effective: 06/03/2024

p. 4 of 11
Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton

Inspection GX products

Sample#4
Cartridge

Cartridge Label O NA

"Cartridge Lot #: f’) ob /)
Label Clearly Printed and Legible XYES 0ONO

EExpiration Date Correct / 00 MFG Date Correct CHWYES ONO ,’lp;l;y‘—- D03

Off Board Reagent!sz
4 4‘ ___Off Board Reagent Label & Count EAN/A
Lot #(s) Correct O YES ONO
Exp. Date(s) Correct O YES ONO O N/A

Correct Reagent quantitz per BOM O YES O NO

For BCR-ABL Only: [¥N/A
Confirm that each type of Off Board Reagent is from no
more than two lots

O YES ONO DON/A

7 KitBox ON/A
Kit Label Clearly Printed and Legible HAYES O NO
Kit Label Lot # Correct HYES ONO
Kit Label Exp. Date Correct A YES ONO ON/A
Kit Label MFG Date Correct O YES ONO EN/A

Additional Country Label Correct per
BOM / Worksheet / PO / KP / KPP (circle one) DYES ONO  ENA
Flyer(s) Present 0) AYES ONO ON/A
PN:_ 30}~ 69/ Rev: G

Additional Literature Present

PN_W2-~ 6865 Rev._D @FYES ONO DONA

PN_)- bE7) Rev._D

Package Insert Present 0O YES ONO ENA

PN: Rev:

Hazard Label Correct pe BOMY Worksheet / PO / SOP

(circle one) PN: Zp2~ 5578 Rev: £ ZYES ONO  ONA

CD(s) Correct per BOM / WO (circle one)

PN: Rev: - OYES ONO BNA

Components Correct per BOM [XYES ONO

Foreign Particulates Observed in Kit O YES ENO

Leakage of Cartridge(s) O YES = NO

10 Test Kit (PAL) Side Label [ N/A

Side Label Clearly Printed and Legible [AYES O NO

Side Label Lot # Correct A YES O NO

Side Label Exp. date correct A'YES 0O NO O N/A

Side Label Part # correct AYES O NO O N/A

Side Label MFG date correct O YES O NO ETN/A
NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch. . .

O A A, hora) [nbe/s Comments ONA D AG7 'AHore! APF Flyer

PN Wi- 9¢7) Rev- P .
PIN' 202~ 513¢ pav.c Owc WY 147> P B
(Ps 19 AUb24 CPS 14 AlU4 2
Performed By: (’/95’ Date: 1Y Al G 29
Reviewed By: AA /)( Date: [Ul Ay 6 LY

User of a printed copy of this document is responsible for using the current revision and discarding expired or. obsolete revisions.
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I ' ' Document Number: D4053

Attachment K

/C ,Oh eid. Effective: 06/03/5024

p. 5 of 11
Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton

Inspection GX products

Sample#5
Cartridge 4
Cartridge Label 0O NA
Cartridge Lot #: (00 lp W
Label Clearly Printed and Legible XYES ONO
B Expiration Date Correct / O MFG Date Correct BYES ONO2015-08-03

Off Board Reagent(s

Off Board Reagent Label & Count ZN/A

Lot #(s) Correct O YES 0O NO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO

For BCR-ABL Only: B'N/A

Confirm that each type of Off Board Reagent is from no
more than two lots

O YES ONO ON/A

Kit Box [ N/A
Kit Label Clearly Printed and Legible EYES ONO
Kit Label Lot # Correct BIYES ONO
Kit Label Exp. Date Correct EYES ONO ON/A
Kit Label MFG Date Correct OYES ONO BENA

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) OYEs  ONO  ENA

Flyer(s) Present n BEYES ONO ON/A
PN: __207-1All Rev: (4

Additional Literature Present

PN_3071- ‘aé 3 Rev. U BYES [INO ON/A
PN_%02-6871| Rev. O

Package Insert Present OYES ONO BENA
PN: Rev:

Hazard Label Correct per@é\lorksheet /PO /SOP EYES ONO [0ONA

(circle one) PN: 20 1-5S51| Rev:
CD(s) Correct per BOM / WO (circle one)

PN: Rev: OYES ONO HENA

Components Correct per BOM EYES ONO

Foreign Particulates Observed in Kit O YES @NO

Leakage of Cartridge(s) OYES 1ENO

10 Test Kit (PAL) Side Label O N/A

Side Label Clearly Printed and Legible BYES O NO

Side Label Lot # Correct IAYES ONO

Side Label Exp. date correct BEYES DONO ONA

Side Label Part # correct EHYES ONO ONA

Side Label MFG date correct 1 YES O NO EN/A
NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Labe! per Kit
Batch.
:)HOM\\'\OY\Q\ Lape\iné S Comments O N/A @‘—\O\A\X\OﬂO\\ T\Yyey 1S
esent, PIn 30\-9811 Yev D Preseniy, 0In 203-\u
fnd N 301- 5\2% Vev ¢ BM HWRUAY  Cev B AW \Wwoay

Performed By: A™M Date: ' \\)\\(3(\) N1,

Reviewed By: cP5 Date: 140629

A\
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‘ . Document Number: D4053

Attachment K

/(? ,Oh e/ d Effective: OG/E(?/VZ:OBZE

p. 6 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

Sample#6
Cartridge
, Cartridge Label 0O NA
Cartridge Lot #: % //
Label Clearly Printed and Legible [AYES ONO
@ Expiration Date Correct / O MFG Date Correct FYES ONO D3k~ pfg03

Off Board Reagent(s

Off Board Reagent Label & Count [ETN/A

Lot #(s) Correct OYES ONO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO

For BCR-ABL Only: EI'N/A
Confirm that each type of Off Board Reagent is from no
more than two lots

| T/ Kit Box O N/A

O YES ONO ON/A

Kit Label Clearly Printed and Legible YES O NO
Kit Label Lot # Correct AYES O NO
Kit Label Exp. Date Correct BYES [ONO ONA
Kit Label MFG Date Correct OYES ONO ENA

BOM / Worksheet / PO / KP / KPP (circle one) OYES DONO  LINA

|
i
| Additional Country Label Correct per
|

FIyer(s) Present o ZIYES ONO ON/A
PN: 40>~ 69/6 Rev: G
Additional Literature Present
| PN_W> (668 Rev._ D EYES ONO DONA
| PN_3pa- LET) Rev._ #
| Package Insert Present OYES ONO HENA
PN: Rev:
Hazard Label Correct pe BOM)/ Worksheet / PO / SOP
(circle one) PN: _2p}~ £5,¢ Rev: HYES ONO ONA
CD(s) Correct per BOM / WO (circle one)
PN: Rev: O YES ONO ENA
Components Correct per BOM HAYES O NO
Foreign Particulates Observed in Kit O YES A'NO
Leakage of Cartridge(s OYES EINO
10 Test Kit (PAL) Side Label O N/A
Side Label Clearly Printed and Legible HYES O NO
Side Label Lot # Correct _ B YES O NO
Side Label Exp. date correct BIYES O NO O N/A
Side Label Part # correct B YES O NO O N/A
Side Label MFG date correct O YES O NO BEN/A
NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.
O AdA N ona (ahss Comments ONA @) Aff, Hppe) APF Flyer
\;/N 390; 9¢ Ty Lev-D N Y314 72 fe~ B
NP BN gk ¢ 0pS 14 ayy 2y 0Ps_ )Y AU 2
Performed By: A : Date: 14 /}ué 24
Reviewed By: LMV Date: 19AV 624

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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‘ . ' Document Number: D4053
/ Attachment K
- Rev: BE
- Ce,Oh eid. Effective: 06/03/2024

p. 7 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

Sample#7
Cartridge

Cartridge Lot #: [, O(y’ '

Label Clearly Printed and Legible BEYES ONO
EExpiration Date Correct / 00 MFG Date Correct HYES ONO 720175-0% 073
Off Board Reagent(s

Cartridge Label O NA

Off Board Reagent Label & Count FN/A

Lot #(s) Correct O YES O NO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO

For BCR-ABL Only: BETN/A
Confirm that each type of Off Board Reagent is from no
more than two lots

OYES ONO ONA

Kit Box [ N/A
Kit Label Clearly Printed and Legible B3YES O NO
Kit Label Lot # Correct BYES ONO
Kit Label Exp. Date Correct XYES ONO ON/A
Kit Label MFG Date Correct O YES ONO BENA

Additional Country Label Correct per
BOM / Worksheet / PO / KP / KPP (circle one) O YES ONO  EW/A

Flyer(s) Present ZYES ONO DON/A
PN:  302-4lb Rev: & @

Additional Literature Present

PN BOZ2-bBb S Rev._ U BFYES ONO ONA
PN_2072-b21)\ Rev._ D
Package Insert Present O YES ONO HBN/A
PN: Rev:
Hazard Label Correct per8OMY Worksheet / PO / SOP
(circle one) PN: ’SOP’Z-55 \8 Rev: C BYES ONO DONA
CD(s) Correct per BOM / WO (circle one)
PN: Rev: OYES ONO ENA
Components Correct per BOM EYES O NO
Foreign Particulates Observed in Kit O YES BINO
Leakage of Cartridge(s OYES EBE'NO

10 Test Kit (PAL) Side Label O N/A
Side Label Clearly Printed and Legible &FYES O NO
Side Label Lot # Correct =FYES O NO
Side Label Exp. date correct FYES O NO O N/A
Side Label Part # correct BYES ONO HONA
Side Label MFG date correct O YES O NO EN/A

NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.

() Rddivonal Labeling 18 Comments ONA (2)RddiHONG\ Flyey 1S

present, Yin %0\-94811 Yeu D Present, P N 30310
ANd P1n 300- H133 Zev ¢ HM WMoy Yev B Am Wavony
Performed By: AM Date: \Hav gy

Reviewed By: /\ﬁ/—\’ Date: )\/\ AR bz k7

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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p. 8 of 11
Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton

Inspection GX products

Sample#8
Cartridge
Cartridge Label 0O NA
Cartridge Lot #: éaé/ |
Label Clearly Printed and Legible [FYES ONO
I Expiration Date Correct / O MFG Date Correct BYES ONO 9p26- DL~

Off Board Reagent(s

Off Board Reagent Label & Count ETN/A
Lot #(s) Correct O YES O NO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO
For BCR-ABL Only: E N/A
Confirm that each type of Off Board Reagent is from no O YES ONO ONA
more than two lots

Kit Box [ N/A
Kit Label Clearly Printed and Legible ETYES O NO
Kit Label Lot # Correct 2 YES O NO
Kit Labe! Exp. Date Correct LJYES ONO [DINA
Kit Label MFG Date Correct O YES ONO BEN/A

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) LYES DNO  ENA

Flyer(s Present @YES ONO ONA
PN: /? Rev: &
Addlt naI therature Present

b;?}—- Rev._ D BYES ONO [ONA
PN -4 %{ Rev._ D
Package Insert Present OYES ONO HENA
PN: Rev:
Hazard Label Correct per M)/ Worksheet / PO / SOP
(circle one) PN: 0}p’5 7 & Rev: _{ BYES ONO DONA
CD(s) Correct per BOM / WO (circle one) B
PN: Rev: OYES ONO ENA
Components Correct per BOM 4YES O NO
Foreign Particulates Observed in Kit O YES EA'NO
Leakage of Cartridge(s) O YES d'NO

10 Test Kit (PAL) Side Label O N/A

Side Label Clearly Printed and Legible EYES O NO
Side Label Lot # Correct BYES ONO
Side Label Exp. date correct P YES O NO O N/A
Side Label Part # correct AYES O NO O N/A
Side Label MFG date correct O YES O NO PIN/A

NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
. Batch.

D Add, Nonal [ £be s Comments [ N/A Aﬂ(m‘ﬁo&m | ADPPPIYot
PN W)-4< 1L 2ev D @ YA doh- 1412 (Zwlfqb‘
PIN- 907 KId§ LetC 005 L) pul i oS 14 ARG 24
Performed By: 4 {)‘) Date: [‘:’ /7(4&’)_1/[

Reviewed By: AM Date: \L\ (‘\UQ/LL‘

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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p. 9 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

- Sample#9
Cartridge i ‘
Cartridge Label 0O NA
Cartridge Lot#: § (61 |
Label Clearly Printed and Legible K{YES ONO
N Expiration Date Correct / O MFG Date Correct NYES ONO 7015 O% O™

Off Board Reagent(s

Off Board Reagent Label & Count [ N/A
Lot #(s) Correct OYES ONO
Exp. Date(s) Correct O YES O NO O N/A
Correct Reagent quantity per BOM O YES O NO
For BCR-ABL Only: % N/A ,
Confirm that each type of O Board Reagent is from no O YES aONOo ONA

more than two lots
e |

Kit Box [0 N/A
@ Kit Label Clearly Printed and Legible NYES O NO
Kit Label Lot # Correct NYES ONO
Kit Label Exp. Date Correct INYES ONO ONA
Kit Label MFG Date Correct OYES ONO NNA

Additional Country Label Correct per
BOM / Worksheet / PO / KP / KPP (circle one)

OYES ONO NNA
@ Flyer(s) Present
PN:

N\YES ONO ON/A

. 01' 6(“6 Rev: Gl
Additional Literature Present
PN__30L1~ 6871 Rev. D N YES ONO DONA
PN__3072 - £REZ Rev. D
Package Insert Present OYES ONO B\N/A
PN: Rev:

Hazard Label Correct pe@/ Worksheet / PO / SQP
(circle one) PN: __307 -5H18 Rev: NYES ONO ONA

CD(s) Correct per BOM / WO (circle one)

PN: Rev: OYES ONO NNA
Components Correct per BOM WYES ONO )
Foreign Particulates Observed in Kit O YES N NO

Leakage of Cartridge(s) O YES NO

10 Test Kit (PAL) Side Label [ N/A

Side Label Clearly Printed and Legible ®YES ONO

Side Label Lot # Correct NYES ONO

Side Label Exp. date correct NYES ONO ONA
Side Label Part # correct W YES O NO O N/A
Side Label MFG date correct OYES ONO BNNA

NOTE: Oniy One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.

() ADDITIONAL _ LABELS: Comments ON/A @PIDITIONAL FLYER:
=01 - 48 ) S

PIN: 307 - 5138 Rev C. MT B MG 24

Performed By: HJ— Date: | | ! le Zb‘
Reviewed By: DoT Date: 14 M6 o)"’}

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4.04:56 AM
Confidential - Company Proprietary



' ‘ ‘ Document Number: D4053

Attachment K
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p. 10 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

Sample#10
Cartridge
Cartridge Label O NA

Cartridge Lot #: (OO(O\\ P

L@el Clearly Printed and Legible ZIYES ONO

B Expiration Date Correct / O MFG Date Correct @YES ONO JDIS-T0 - 03
Off Board Reagent!s!

Off Board Reagent Label & Count ¥ N/A
Lot #(s) Correct 0O YES O NO
Exp. Date(s) Correct O YES O NO O N/A

Correct Reagent quantity per BOM O YES O NO
For BCR-ABL Only: A N/A ’
Confirm that each type of Off Board Reagent is from no
more than two lots O YES LNO  DIN/A

) Kit Box O N/A
Kit Labe! Clearly Printed and Legible AYES OINO
Kit Label Lot # Correct ZYES 0ONO
Kit Label Exp. Date Correct HYES ONO ONA
Kit Label MFG Date Correct OYES ONO NA

Additional Country Label Correct per

BOM / Worksheet / PO / KP / KPP (circle one) Oves ONO  BNA
Flyer(s) Present 2 @YES DONO ON/A
PN: S0 - (0o\ O Rev: (1

Additional Literature Present

PN_2X02 - 0% Rev. % #'YES ONO DONA
PN SO - ©OR 1\ Rev.

Package Insert Present OYES ONO ENA
PN: Rev:

Hazard Label Correct per BOVN Worksheet / PO / SOP IZ/YES

(circle one) PN: 5@;},, SR Rev: C ONO  DNA
CD(s) Correct per BOM / WO (circle one)

PN: Rev: O YES ONO E(N/A
Components Correct per BOM HYES ONO

Foreign Particulates Observed in Kit OYES HNO

Leakage of Cartridge(s) OYES H©NO

10 Test Kit (PAL) Side Label [1 N/A

Side Label Clearly Printed and Legible IZCYES O NO

Side Label Lot # Correct MYES ONO

Side Label Exp. date correct H YES 0 NO O N/A
Side Label Part # correct ™ YES O NO O N/A
Side Label MFG date correct OYES ONO MENA

NOTE: Only One Revision is allowed for CD, Flyer, Package Insert, Additional Literature and Hazard Label per Kit
Batch.

LQP\dd\\*\ma\ \QOE\ Comments [ N/A @ﬁdd‘\hoﬂd\\ Per
Treset . 710 301498713 ey O Zddonal fujer
and PV BR-DIBE PV C SLIHAG )y Tyn

Performed By: SL Date: : i AVEG M
Reviewed By: av Date: | 4 P(UG\ 74

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/14/2024 4.04:56 AM
Confidential - Company Proprietary
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p. 11 of 11

Visual Inspection Form For 10-Cartridge and 5-Cartridge Carton
Inspection GX products

r ]
Comments FI1N/A

e AmendEy: QR

J oy

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/14/2024 4.04:56 AM
Confidential - Company Proprietary



‘ ‘ Document Number: D0662
Attachment 1

Manufacturing (Mfg) Date

e,Oh eid. Effective: 4/?4?/:2:0?2
.10
Label Accountability Worksheet p
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot #: | 60611
Production Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
- Printer ID: | LPS-10 ZBR
Ribbon: | Part: 001—1029 Rev | M Lot: 1001433265
Label stock: | Part: | 300-5505 Rev | P Lot 166191/1
Printed label: | Part. | 302-7684 Rev | F
Lot # . .D NA . .
Production Order [ ] Dating sheet [] Device History Record
CINA
NA Mfg Date:

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

CINA Exp Date/Code: 20 RAS 0¥ O

Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES
trayel label. :

GS1 Date

M NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

I NA Machine Number: |9
For cartridge label, ensure the correct Machine Number/ID is printed per D0363
(Synnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

M Verified or [ NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

ForLV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

A Verified or 1 NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 300-
0843, and 900-0846

[ Verified and attached B/NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

COINA 1st 1810490210 Last 131046532 |

M Yes [INA

Test Scan completed

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Labet Stock 300-5505% b |91 /] 1050
[Z]/ N/A | Label
Stock
Performed By: NTP Date: | 12 AVG 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:43:16 PM
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‘ ‘ Document Number: D0662
Attachment 1

\

;/Cepheid, 42023

Effective: 4/14/2023

p.20of 3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C1 Lot #: | 60611
SECTION 2: ACCOUNTABILITY
L.abel Operator Verifier
Total Labels Printed | A) q050
Quantity Rejected | B) 0 E) 'S
; Sample Labels=2 x ‘
Number of Rolls | Number of rolls C) 2
Total Labels Printed to be Verified (A-B-C)= | D) 67 oL,lg ‘
Total Labels to be used (D - E) =

Verified
By:* | DR

Date:

Performed by: VA AVG 2Y

\2 Rua2d
[B—Matches artwork in Agile — Clean and clear print ©—Print quantity is corréct

[\~ Sample labels attached to worksheet
[Jor MMU/A  Mfg Date above matches label

[“ror (1 N/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
or[WHIUA GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[er (1 N/A Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #

[for CIN/A  Serial #s and Machine Number recorded matches label

[bor LI N/A  Description on the label is correct

(] or (H/A  Part # and revision on the label are correct

(] or [HUA Account for any rejected labels. Deface and discard rejected labels

[[Jor (] NJA Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By:

2nd Verified By
{Lodi Only)

* To verify Section 1 and 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:43:16 PM
Confidential - Company Proprietary
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‘ . Document Number; D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.30f3

Label Accountability Worksheet

Part #: | XP3COV2/FLU/RSV-10 Rev: | CA1 Lot #: | 60611

SECTION 3: LABEL ACCOUNTABILITY

3

Total Labels Used AN 3/‘)’
Y) Total Labels Rejected/Unused { ’)\( R
2) Final Total (X +Y =) | O,0( 8
_ ircle One
AA) Does Z=F? Yes) or No
Performed By: | —{ </ Date: | 'S5

Verified By: | TH

Date: | |5AVG2Y

Initial and date after each comment.

COMMENTS: NALY" —{2/) (3 AVG2¢

SECTION 4: APPROVAL

/E}Confirm counts
For CIN/A

O orEIN/A

/[zror C1N/A

Ol or [AN/A
LrorIN/A

IAor CIN/A

(Jor[JN/A

Oor Z/N/A

FTLine F and Line Z are equal

Account for any rejected labels. Deface and discard all rejected and
unused labels

Mfg Date on Page 1 of this worksheet matches label

Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
Description on the label is correct

Part # and revision on the label are correct

If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: TH

Date: | [ 3AV (24

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:43:16 PM
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Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot #: | 60611
Production Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
Printer iD: | LPS-10 ZBR
Ribbon: | Part: { 001-1029 Rev: | M Lot: 1001433265
Label stock: | Part: | 300-5505 Rev: | P Lot: 166192/1
Printed label: | Part: | 302-7684 Rev: | F
Lot # LINA
[ Production Order [] Dating sheet [ ] Device History Record
[INA
1 NA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

I NA Exp Date/Code: __ 2075 o& 03

Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES
travel label.

GS1 Date

NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

O NA Machine Number: |8
For cartridge label, ensure the correct Machine Number/ID is printed per D0363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

[A Verified or [ 1 NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

[ Verified or [ ] NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[ Verified and attached [4 NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

LINA 1st 1Ki63F (22 Last: |BlORE B12%

AvYes [INA

i’eét ‘ScaAn completed

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 200565 (Gelea | JooZk
[7] N/A Label
Stock
Performed By: e Date: V4 /4@ (3

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 9:41:19 AM
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= . . Document Number; D0662

Attachment 1

] Rev: BE
% epheid. Effective: 4/14/2023
p.20of3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot#: | 60611

SECTION 2: ACCOUNTABILITY

Label Operator M\Ier‘i‘fi'er
Total Labels Printed | A) TooB
Quantity Rejected | B) © E) 0]

Sample Labels=2 x

I
Number of Rolls Number of rolls

C) Z

Total Labels Printed to be Verified (A-B-C) = | D) Too &

Total Labels to be used (D - E) =

Verified
By: * S H

Performed by:

E Matches artwork in Agile L Clean and clear print @ Print quantity is correct
Sample labels attached to worksheet
Oor VIN/A  Mfg Date above matches label

Mor [IN/A  Exp Date/Code on the label matches production order or Dating Sheet
or MES travel Iabel

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
Uor il N/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
or LI N/A Lot # matches what is recorded on top of the worksheet
NOTE: Reagents labels, Lot# must match Vendor lot #
Qror I N/A  Serial #s and Machine Number recorded matches label
or [JN/A Description on the label is correct
[Jor[AN/A Part# and revision on the label are correct
Ol or TN/A  Account for any rejected labels. Deface and discard rejected labels

Eror L1 N/A Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By: IZLAVG ¢

2nd Verified By
{Lodi Only)

12 Alg 2y

* To verify Section 1 and 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 9:41:19 AM
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Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.30of3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C1 Lot#: | 60611
SECTION 3: LABEL ACCOUNTABILITY
xX) Total Labels Used 200 (o
Y) Total Labels Rejected/Unused O
Z) Final Total (X +Y =) 70 O(ﬂ
AA) Does Z = F? Sdrcle one
Performed By: NCD Date: IBAVG 24
VerifiedBy: | TH Date: | SAC 4

Initial and date after each comment.

COMMENTS: N’AETTHlMuazq

SECTION 4: APPROVAL

£ Confirm counts
O orZIN/A

Cor JZ/N/A

or (] N/A

| orm
_HAorINA

HAorOn
Dor,Zﬁ:

/
ZLine F and Line Z are equal

Account for any rejected labels. Deface and discard all rejected and
unused labels

Mfg Date on Page 1 of this worksheet matches label

Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
Description on the label is correct

Part # and revision on the label are correct

[Jor][/IN/A 1f MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.
*Verified By: Th Date: IB)AUGZ‘{

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 9:41:19 AM
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Document Number; D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: { XP3COV2/FLU/RSV-10 Rev: | C.1 Lot #: | 60611
Production Order/Work Request #: | 1095098
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-13 ZBR
Ribbon: | Part: | 001-1029 Rev: | M Lot: 1001433265
Label stock: | Part: { 300-5505 Rev: | P Lot: 166191/1
Printed label: | Part: | 302-7684 Rev: | F
Lot # L1NA
[/ Production Order [] Dating sheet [] Device History Record
I NA
[ANA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

CINA Exp Date/Code: 7075 o8& 04

Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES
travel label.

GS1 Date

71 NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

I NA Machine Number: __| &
For cartridge label, ensure the correct Machine Number/ID is printed per D0363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

[/ Verified or (] NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

[/1 Verified or [ NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[T] Verified and attached [/] NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

CONA st 1810432092 Last [Blo4 4009+

Test Scan completed Yes [ NA

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 300-5cHs ALY Too &
N/A Label
Stock
Performed By: HIY Date: 12 Aug 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 4:33:50 PM
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‘ . Document Number; D0662
\ / Attachment 1
- Rev: BE
= Cepheid. Effective: 4/14/2023

p.20of3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot #: | 60611
SECTION 2: ACCOUNTABILITY
Label Operator Verifier 7

Total Labels Printed | A) TJoo &
Quantity Rejected | B) RS 7

Sample Labels=2 x
Number of rolls C) 2

Total Labels Printed to be Verified (A-B-C)= | D) Joo2
Total Labels to be used (D - E) =

Number of Rolls ]

Verified
By:* [ HAAigT,

Date:

Performed by:

/ 12446 5
41  Matches artwork in Agile A Clean and clear print &~ Print quantity is correct
[~ Sample labels attached to worksheet

[Jor AN/A  Mfg Date above matches label

ZI or L1 N/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
J orZ/N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Q/or [JN/A Lot # matches what is recorded on top of the worksheet
NOTE: Reagents labels, Lot# must match Vendor lot #
Z/or [JN/A  Serial #s and Machine Number recorded matches label
or L] N/A Description on the label is correct
Jor [Z/N/A Part # and revision on the label are correct
[ or CIN/A Account for any rejected labels. Deface and discard rejected labels

[Aor JN/A Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By:

2nd Verified By
(Lodi Only)

* To verify Section 1 and 2

lavGly

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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‘ . Document Number: D0662

Attachment 1
. Rev: BE
= Cepheid. Effective: 4/14/2023

p.30of 3

‘ Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot#: | 60611

SECTION 3: LABEL ACCOUNTABILITY

X) Total Labels Used 7002

Y) Total Labels Rejected/Unused O

2) Final Total (X + Y =) 700;

AA) Does Z = F? Circle One

~ Performed By: | RS Date: \2AUG24
Verified By: | "TRA Date: |3AN6 Y

COMMENTS: N/ALA y
Initial and date after each comment. Pg‘/( \% Mé 24

SECTION 4: APPROVAL

ETonfirm counts ~-HTine F and Line Z are equal

JorAN/A  Account for any rejected labels. Deface and discard all rejected and
unused labels

[1or LAN/A  Mfg Date on Page 1 of this worksheet matches label

Hor [1N/A  Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
[JorEAN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
A or [1N/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
HFor[ON/A Description on the label is correct

[]or[FAN/A  Part # and revision on the label are correct

[Jor AN/A  1f MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: TEA Date: | [2 A Go’elf

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 4:33:50 PM
Confidential - Company Proprietary
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. Document Number; D0662
Attachment 1
Rev: BE

Effective: 4/14/2023
p.10of3

Label Accountability Worksheet

Part #: | XP3COV2/FLU/RSV-10 Rev: | C.A1 Lot#: | 60611

Production Order/Work Request #: | 1095098

SECTION 1: LABEL PRINT REQUIREMENTS

Printer ID: | LPS-10 ZBR

Ribbon: | Part: | 001-1029 Rev: | M Lot: 1001433265
Label stock: | Part: | 300-5505 Rev: | P Lot: 166192/1
Printed label: | Part: | 302-7684 Rev: | F
Lot # . LINA o
[/] Production Order [] Dating sheet [ ] Device History Record
1 NA
[/1 NA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same
Mfg Date per D21423.

Expiration (Exp) Date/Code

CINA Exp Date/Code: ___ 79728 08 o%

Ensure the expiration date on the label of the final product that is assigned to the
production order or Lot is the shortest or a shorter dating of the beads, reagents or
dyes that were issued to the lot on the production order or Dating Sheet or MES
travel label.

GS1 Date

NA GS1 Date:

Ensure the GS1 date (YYMMDD format) on the label matches the Expiration Date
or Manufacturing Date.

Machine Number

ONA Machine Number: __| %
For cartridge label, ensure the correct Machine Number/ID is printed per DO363
(Sunnyvale), or D55326 (Lodi), if applicable.

Barcode String Verification

[/ Verified or [] NA

For LV 8: Verify that all strings entered on D0363 GXB worksheet have been
entered into LabelView. See D0363 (Sunnyvale)

For LV 19: Make sure complete LSP has been properly entered into LabelView.
See D55326 (Lodi) or applicable site work instructions.

For LV 8 & LV 19: See D0662 work instructions for example and instructions.

Barcode Verification

[Z] Verified or ] NA

For non-cartridge barcodes, scan barcode using any standard GeneXpert handheld
barcode scanner to verify barcode information can be read. Content of barcode is
verified on label approval.

Label scanning verification
Only applicable to USPS
products; 900-0124, 900-
0843, and 900-0846

[ Verified and attached [ NA
Complete D18874 Attachment-1 to document label grading for first 10 and last 10
pre printed labels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

CINA 1st 18103 &Yi06 Last: 18 10RF111%

[AYes [INA

Test Scan completed

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 300 -S S o5 Iteia /] FooB
[AN/A | Label
Stock
Performed By: Hr Date: 12 4{} 24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:04:44 AM

Confidential - Company Proprietary




GeneXperte 60611 GeneXperts 60611
2 20250803

8 20250803

Xpert®Xpress CoV-2/FIU/RSV Xpert®Xpress CoV-2/FIu/RSV
plus pl .

06113460611 25632
1810371113

06113460611 2532
1810364106

For use under Emergency Zg’; f:&’gggf:"‘:’%es"c}’

Use Authorization - US

Cepheide Cepheide®



< . . Document Number: D0662
= Attachment 1

ﬁ.f

Rev: BE
f’ Cepheid. Effective: 4/14/2023
p.20of 3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: |{ CA1 Lot#: | 60611
SECTION 2: ACCOUNTABILITY
Label Operator Verifier

Total Labels Printed | A) FooB

Quantity Rejected | B) o

Sample Labels=2 x C)

Number of Rolls i Number of rolls

Total Labels Printed to be Verified (A-B-C)= | D) +oo b

Total Labels to be used (D - E) =

Verified

By:* | NT_

Performed by:

12 Aug 29

Date:
12AUG2Y

,IZ/ Matches artwork in Agile A Clean and clear print BT Print quantity is correct
,Z/ Sample labels attached to worksheet
[(Jor[AN/A Mfg Date above matches label

jZ/or [IN/A Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
Jor lZ/N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
AorIN/A Lot # matches what is recorded on top of the worksheet

NOTE Reagents labels, Lot# must match Vendor lot #
Z/or-B’/N'/A s Serlal #s and Machine Number recorded matches label
PTor[IN/A  Description on the label is correct
] orJZ/N/A Part # and revision on the label are correct
Jor Z/ N/A  Account for any rejected labels. Deface and discard rejected labels

[Aor L1N/A Ensure the expiration date on the label of the final product that is
assigned to the production order or Dating Sheet or MES travel label is
the shortest or a shorter dating of the beads, reagents or dyes that
were issued to the lot on the production order.

Verified By:

2nd Verified By
{Lodi Only)

* To verify Section 1 and 2

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:04:44 AM
Confidential - Company Proprietary



. . . Document Number: D062

Attachment 1
v . Rev: BE
/Cephefd.

Effective: 4/14/2023

p.30f3
Label Accountability Worksheet
Part #: | XP3COV2/FLU/RSV-10 Rev: | C.1 Lot#: | 60611
SECTION 3: LABEL ACCOUNTABILITY
X) ‘ Total Labels Used 700G
Y) Total Labels Rejected/Unused O
Z) Final Total (X + Y =) 700(0
_ Ciscle One
AA) Does Z = F? y or No
Performed By: | )¢ ) Date: 1206 24
Verified By: | ¢/ Date: ARV

COMMENTS: NIA)Z SRS QA»\)(;%{

Initial and date after each comment.

SECTION 4: APPROVAL

A1 Confirm counts T Line F and Line Z are equal

or ﬂN/A Account for any rejected labels. Deface and discard all rejected and
unused labels

[Jor ZIN/A  Mfg Date on Page 1 of this worksheet matches label

JAor [LIN/A  Exp Date/Code on the label matches production order or Dating Sheet
or MES travel label

NOTE: Reagent labels, Lot# expiration must have Vendor expiration
[Jor Q/N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
JZ/or LIN/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
Q/or [CIN/A  Description on the label is correct

Oor IZ/N/A Part # and revision on the label are correct

O or/ﬁ N/A  If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: | —{" VO Date: | 12 AU(24

* To verify Section 4

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 8:04:44 AM
Confidential - Company Proprietary




Document Number: D54313
Rev: AC
Effective Date: 5/22/2024

Page 1 of 25
ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536

Signature Sheet
All individuals performing steps in this Device History Record (DHR) must sign in below and check the step/s they performed.
| Print Name Initials Signature
i [~ —IBh 12AvG 2 N
1 %%\%R%[Tﬁ Rovriene  Auapir “TRA [ ﬁd@aﬂd
TOM Teup T T G
Sayedd  Safdar: g¢ o2
| J
| 1
| DENENS B NG B D2 Dpoe A 1
\J

ke nd[&f /ﬁ@ t\/\ﬂ’

29

Deren Cooper W
<r)/(/,¢h 2 Y (W
ﬂ%mm Ccum Jre ~—

Ty 1o Huy TH T‘i\\of Ho
ey lee JL
<)emo/ Cerocose dcd m g’ﬁ
Elidaw Alther A Uys, Tttt
MM@WA Bow Mg [

bovatle Moy By 2 —_—

doana N\eror 3N Q\opn,
W O\ O BRI LS|V A

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

l Confidential - Company Proprietary



. A Document Number: D54313
‘ / _ Rev: AC
—ad Cepheld. Effective Date: 5/22/2024

Page 2 of 25
ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536

Signature Sheet Continued
All individuals performing steps in this Device History Record (DHR) must sign in below and check the step/s they performed.

Print Name Initials y Signature

Urerre Conlluedo a L+

/
/
/

/

T
5

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024  8:08:27 AM

Confidential - Company Proprietary






Document Number: D54313

,géiebﬁeid.

Rev: AC
Effective Date: 5/22/2024
Page 3 of 25
ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536
Production Information
Part #: XP3COV2/FLU/RSV-10 Rev Level c1
PO #: 1095098
LSP Number 60611 ROBAL # 18
Label Attached D0662 (Print cartridge labels per BOM according to Manual Batch -TERE&'(TA Posuepe 7ArlA-Fn /waé .,?4 0908
ahe D0363 for each applicable step.} Record Initiator: Print Name Date Time
SECTION 1: Line Clearance
Task Description for Manufacturing Action
Ensure work area is clear of material including labels from previous Production K Ves

Order/Work Request.

Ensure workstation on machine is clear of material including labels from previous D es
Production Order/Work Request.

Ensure no labels from previous Production Order/Work Request are affixed to the o Ves
surrounding/machine

Ensure floor stock materials with an expiration date are not expired and will not =27
. . es
expire before the end of the build.

Ensure Cartridge Lid Film PN from current Production Order/Work Request is same PN

for next run online. ves
(If PN is different return previous film to floor stock)
Ensure there is adequate separation between any other processes/lots, if applicable. & Yes
Ensure area/workstation is clean and orderly. [HYes
Additional Documentation (i.e. PDRs, CRM)
PDR#: [4'N/A CRM#: ['N/A

Performed by: Employee Sign and datw 12 AUG '2,‘-’

. NJ
Verified By: Employee Sign and date ¢ 2 AU 2
P j2AuG2y

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA

Document Number: D54313
Rev: AC

Effective Date: 5/22/2024
Page 4 of 25

Batch#| 1001441536

SECTION 2a: Line Setup by Manufacturing

Task Description

Required Values

Liquid Dispense
Assembly and Prep

Record the Liquid Dispense Cart ID # that is being used:

LDC- 24

Check Flow Meters are within calibration.

Calibration Due Date:

I z0/24

Check Pressure Regulators are within calibration

Calibration Due Date:

9/3c0/24

Record last date cleaned: *

HALS B | 2AUG2Y NAUG 24

Use D51100 Connection Schematic for Xpress SARS-CoV-2/FLU/RSV plus to set up/verify liquid dispense station.

Verify correct sub container part# [HYes
Verify liquid tubing and air connections are correct from sub container

yia & MYes
to LDC
Verify tubing connection is correct from LDC to LDV [4Yes
Verify tubing connection is correct from LDV to Needle Block [-¥es

ROBAL Gen Ul Setup
(D51077)

Enter Xpress SARS-CoV2/FLU/RSV Recipe: 78

Record Recipe #: ¢

Set up Bead Feeder Configuration: D47374

Doc # and Rev: DHI37y REV.C

Performed by:

Employee sign and date PP,)O‘C'Q%V |2 A\,\G‘ ny

Verified By:

Employee Sign and date ‘ﬁp,—ﬁ I 2 A UG 2 Y

*Last date cleaned must be within 7 days; if last date cleaned exceeds 7 days, clean or replace Liquid Dispense Cart. Refer to D51077 for cleaning instructions for the Flowmeter. if flow

meter has not been used for 48hrs prior to last cleaning, then an IPA rinse must be performed.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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Document Number: D54313
Rev: AC

Effective Date: 5/22/2024
Page 5 of 25

ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA  Batch#| 1001441536

SECTION 2b: Line Setup
Verify correct line setup per D51077

Task Description

Required Values

ROBAL Gen Il Setup
{D51077)

Verify set up of needle guide block: 300-8169 or 302-0664

[L-300-8169 or [ ] 302-0664

Verify set up needle guide block holders:
300-8170, 300-8171, 301-1921, 301-1922

[4-300-8170 [4+301-1921
[4-300-8171 [}-301-1922

Verify Set up of Bead Feeder Plate: 700-6914, 700-6915

[-+700-6914 [4+700-6915

Verify set up of Retain Ball Shuttle Plates
Sub Part #: -02

SubPart#: -5

Performed by:

Employee Sign and date
D%J%u |- AUG 2.4

Verified By:

Employee Sign and date ~/
T R——EE  |2AVG2Y

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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Document Number: D54313

DENTRY ERROR ShowLp BE

10914y29)2-2 DB 12Aug 214

® vee pULSs pey. W cECT\OW 5-8 ) Lov

Rev: AC
Effective Date: 5/22/2024
Page 6 of 25
ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA  Batch#| 1001441536
SECTION 2c: Line Setup Material Confirmation
Verify that part number and batch number for issued material match the PO. Verify part number for all floor stock materials against the DHR. Document
batch(es)/lot(s) staged at start of run-in table below. If receiving additional batch(es)/lot(s) number for a material, record additional batch(es)/lot(s) in section 4C as
‘they:get introduced to the build. :
- Part# - Component: Lot# or Batch # Part # Component Lot # or Batch # Expiration Date
,é01;1710 o Tube Se’t‘-‘Red @ 500-2168 Reagent Sub-container #2 100y 4288 - B3 2025
‘001-1711. Tube Set-Yellow. (D 500-3041 Reagent Sub-container #3 10014y 2.3 55 - D 0IFER 2025
-z
001-1712 ~ Tube Set-Black @ 500-2595 Reagent Sub-container #4 100) LM'ZH Skb-A OFFER 2005
001-1713 Tube Set-Gray- [500-1580 Reagent Sub-container #5 v
, y @ 3 500-3080 g 10010 LN 3 o4 MAR 2020
1001-1714. Tube Set-Pink ® 500-3114 TSR Bead 100423022 o7 1ot 2020
: oo [J500-3042
© 001-1715 | Tube Set-Turquoise [ (D H500.3043 EZR Bead 1001 43g 022 . [ @ [ o1
301-0565 Tube Set-Clear @ 500-2959 SPC Bead 100 12971 Yo 07/1 2[ 202
301-0566 Tube Set-Orange @ 001-1061 Desiccant Bead CNSD o1 OH") 21;*.(N° -2
- 300-6919 - |- Dispense Needle (short) | (D Part # Component Lot # or Batch # Mold Number
‘ N 00 300-4705 _ i
300-8449 Dispense Needle (long) @ [3-302-1455 Cartridge Lid 50240706 A L
01-158 | lid 3008371 Funnel .
- Di N -li
0 6 ispense Nozzles (pre-lid) @ 0 302-2291 unne 5 Z’U/\Og oV P I
'500-0037 Large Retain Ball 0 700-5771
) arge retain ba %—1 L,\ T\ 5700.5772
300-6099 ' Srfxall Re‘tain‘BalI‘; %010 4% S ;88:2;?; Open Cartridge
— - —— [ 700-3605
700-3022 - |  Sub-Container Interface @ 0 700-5295 (0O1HY 229 FB
B Performed, by: A Employee Sign and date Q \’LP\\AG, QJ__\
Verlfled By -§ Employee Sign and date Q é% ‘Q AU G‘L 2‘1

* At the beglnnlng of the run and during in-process changes, verify the welder settings are within specification per the D51100
User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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Document Number: D54313

Rev: AC
Effective Date: 5/22/2024
Page 7 of 25
ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536
SECTION 2c: Line Setup O N/A Employee Sign and date:
Lot/Batch #: Q n Sq 53
Film Seal . - .
(Issue Materials per D24651) 001-2614 MR#: JEIS
Set-Pos: I
Employee Sign and date
Performed by: .
R0 | 2ZAVWG L
gy 1zvany

Verified By:

Employee Sign and date E %

|2 AVGr 24

SECTION 2c: Line Setup - Label Roll information

Place first 2 labels from roll 1 in respective box and verify that label information matches the production order.

First

60611
&3 2025-08-03

Xpert®Xpress CoV-2/FIu/RSVZ
plus o~

GeneXperte

0611346061125632
1810364107

For use under Emergency
Use Authorization - US

Z.
Cepheide

DB 12 AUG

Second

GeneXperts 60611

&3 2025.08-03
Xpert®Xpress CoV-2/Flu/RS\y—
P P plus ol

ML

061134606112532
1810364108

For use under Emergency
Use Authorization - US EQ

Z.
Cepheid®

Assay Name, Lot/LSP and expiration date/manufacturing date
on label matches production order

(dYes

Performed by:

Employee Sign and date

D 12 A& 24

Verified By:

Employee Slgn and date \‘J ; g ;

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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ROBAL Worksheet for Xpress CoV-2/FIu/RSV

lus EUA Batch#

Document Number: D54313
Rev: AC

Effective Date: 5/22/2024
Page 8 of 25

1001441536

SECTION 2d: Line Setup by Maintenance Engineering - Welder Setting

LIN/A Employee Sign and date

At the beginning of the run and during in-process changes, verify the welder settings are within specification per the D51100

. e . . Verify the welder settings are within
Welder Setting Specification Welder 1 Setting Welder 2 Setting specification per the D51100
Trigger Force (Ibf) 4o o
Weld Force (Ibf) és" ég’ IE/PASS
Amplitude (%) 95 ?C L1 If Fail: Issue BMRAM and print

& Energy (J) or — Additional Page 8)

O RPN (in.) [65 L9 2
Welder Counterbalance Pressure:
10-12PS| Target: 11.6 PS Welder 1: 0.7 Welder 2: (-4

Employee Sign and date
ME Performed By < \V‘l( . (2 A’w} 24

(L MFG Verified By

Employee Sign and date

\
Re——ER 12 AVG2Y

SECTION 2e: Line Setup - Production start time

@ QA \/ev?ﬁeol . Sf ’QAUanq

Record start time for production (when filling the (Time)
hopper with retaining balls, beads, and desiccant) 1520
Employee Sign and date
Performed by: Dﬁoz,Q:zg\,e/\ [Z AMG 1Y
Employee Sign and date ~NJ
Verified By: |
Re—EZ |2 AUG2Y

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024  8:08:27 AM
Confidential - Company Proprietary
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ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA

Batch#

Document Number: D54313

Rev: AC
Effective Date: 5/22/2024
Page 9 of 25
1001441536

SECTION 2f: Line Setup - Ball Height Check and offline testing

Ensure the retain ball height and frit height are within specification and funnels are properly inserted if applicable.

Chamber # Specification Cartridge 1 Cartridge 2 Cartridge 3 Cartridge 4
Chamber 1 26.0-27.0 mm Q.(Q-? %g o g ,2(0,5
Chamber 11 35.0~36.0 mm % q 39 (D SSX' 35_5-
Funnel is Installed (V) — e v v
(Check One) Asset ID: L# . . [LFPASS
. Calibration Due _
OMicrometer ID o Date: } [ If Fail: Issue BMRAM correct
IEIC/aIiper ID L2404 ) o 30’9/5 and print Additional Page 9)

Offline Testing*

Quantity: 20

Performed By:

Employee Sign and date
Drolizr— 12 Auaay
~7

Verified By:

Employee Sign and date
Re—Z |2 a2y

*Record the quantity of cartridges used for offiine seal testing prior to start of production

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary




Document Number: D54313
Rev: AC

Effective Date: 5/22/2024
Page 10 of 25

%Cepheid

ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536
SECTION 3A: IPT Sam pling SECTION 3B: Additional IPT Sampling
zig Tray # Qty Employee Sign and date affzacfe d Tray # Qty Employee Sign and date
O Pt
0 \ 10 DR Qgg ~ L ANG LL} Ovst /
apT
o WA 20 CQéQ I2Au62 4 Ovst /
O 1Pt
2119-3C 20 949 [ZAv624 Ovst /
- OIPT
3 |27-54 20 9 @ 13AVG24 O vsT /
| @3] =
|4 ]55-72 20 () L) 5wy Qvsr P
- O et NN
~ )
5 |1»-<a0 20 D&t%"‘ % AUG 24 O vsT /Qp
Ot
6 |A 0¥ 20 % ’ 1% AUG 24 Elvsr/
| .
r o ]
7 104 -126 20 /% 2 AUG 24 st
A < - O
8 |i27-144 20 //6 %) smne24 / T st
9 |{4S 162z 20 /ég’ | %7 AU6Z4 // aver
Ot
10163161 20 |G tdher 134092y / OvsT
Total S | Lot Aborted OO Yes/ZfN/A Total S | Q Ve/riiied By: Employee Sign and date
otal Sample otal Sample iy
Quantity 210 Z‘if'{’d By: E"‘"'“E: ch Z“’ ’izte Quantity T P AUG24

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM
Confidential - Company Proprietary

*Per D12547, 210 cartridges should be sampled for Inspection across the lot. Lot aborted due to In-Process Testing (IPT) Failures or shortage of components, samples must be pulled from
the trays completed, evenly across the lot.
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ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA

Document Number: D54313
Rev: AC

Effective Date: 5/22/2024
Page 11 of 25

Batch#| 1001441536

SECTION 3C: In-line Scrap Instructed by FI/IPT

(EN/A Employee Sign and date L-\”: /\/L—,\ 1 M S'2<X

Ensure, all in-line scrap throughout the production are accountable in table below

Bag affected Tray #

aty

Performed by
Employee Sign and date

Verified by
Employee Sign and date

Total In-line Scrap Quantity

Verified By:

Employee Sign and date

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM

Confidential - Company Proprietary
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ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA

Batch#

Document Number: D54313

Rev: AC
Effective Date: 5/22/2024
Page 12 of 25
1001441536

Section 4: Production Logbook (Material Refill/ Change)

Section 4A: Refill of TSR Bead (500-3114), EZR Bead (500-3042 or 500-3043) and SPC Bead (500-2959)*

Different Lot#/ Batch# of same bead should not be used for one production lot.

Lot #/ Batch# Tray # Erlopee g Emplapee Signsm e
1001424022 10 I~ 12 ANG2Y Tl B 244324
100143 %082 10 ~ 12 puc2Y Tl tun [2An32Y
1001429742 0 — 124ug 24 TOW Hoo 1244874
feo1d 39740 2 - — I 2LALg 2y Ylor e [2Ad 7Y
[004 39022 2 B e 12 Hugze Toh Hhw 1244874
1001435657 o B Ze 13 Hag 2y Tl Ha  [TAW924
(O LYEGT 2 52 B 22— /24529 “RM 1L AG 1=

N IRELXY) ] {L/,, )2 %j’u/ / -;1”0,0’, How 1L AY324
a5 s y) .t 2 ve 29 Tolur Hoe | LAY
150 M3 UYL H1 /M )2 ,a,/: 74 TYw He (284924
001439742 W7 Vimbien 240928 8 sy
oo 3608T | W |gpmbwee A |
Jool43%qo2t 17 Z&MMZ«% 1L hv92 4 R~ ,;{,;zt;%f

*Verifier to verify that SPC beads deionized for minimum of 30 minutes per D51090

GCARE vty 1 <slhatn G L ALQY Teop LAV
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1001441536

Section 4A: Refill of TSR Bead (500-3114), EZR Bead (500-
3042 or 500-3043) and SPC Bead (500-2959) continued*

CIN/A employee Sign and date:

Different Lot#/ Batch# of same bead should not be used for one production lot.

Lot #/ Batchi Tray # Emplopee sgn and pate Ermployee ign and e
/0014397472 (Y @ c Q I3Av6 2y o1 Hen  15Au624
Joo1426082 09 ‘9 & Q 13Av 624 T Hem 13AVCOY
(001439027 b4 9 @ Bve2 Totr Hu (3A0624
lool4>9" M2 1 TY10r Heu [3AuG2Y %/’ 13 414 24
190143802 7 ol Hom ISAVG2H é]/t /7 /f)uaVZL/
00l439022 N (3r0G2Y ﬁm 3 /fuéf 24

/001437242 93 %/,% 134G 2Y %‘,@. /3 //74,4 2.¢
(0014 35082 73 %7; [3Aus 29 7»7/4%’"“" /3 Aﬁge i
10014 3703 9 732 5,,%/4_% (3 2y F oot /3 Ay 2‘7’
‘001435082 107 ( il = (3RUG24] = e ’3
001439022 Da oed (S % Vdueay
10O\ ATH Y e Q%W 2 AV6 24 IRA0C
100129342 (25 TIQOJZW 13 Aug 24 % ﬂ‘j’w | 3AUG 24

*Verifier to verify that SPC beads deionized for minimum of 30 minutes per D51090
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Document Number: D54313
Rev: AC
Effectlve Date: 5/22/2024

"\71\ S@ Page 13 of 25
ROBAL Worksheet for Xpress CoV-2/FIu/RSV plus EUA  Batch# 1001441536
Section 4A: Refill of TSR Bead (500-3114), EZR Bead (500- ON/A ,
3042 or 500-3043) and SPC Bead (500-2959) continued* /A Employee Sign and date:
Different Lot#/ Batch# of same bead should not be used for one production lot.
Lot #/ Batchi# Tray # Empll::;:: ::: gnzyDate Emplc::::izii:: at:\Yi Date
. s L.
\ CO\HAA0% \ B3 WM | A06 24 %hﬂz/ﬁk | AU 24
\GO\HHA09 \HaA, W 156 34 —( 2 PUC, 24
SOO\PATR D ‘4 gW/M 13406 24 - ;/jz 1 W [ 3ALVG 24
0014240 32 wa | et pagay TP arueet
. (
L0 AR I, \H95 ﬂwﬁu 1240639 77%%”(/”‘4 | 3L 24
N =
\D0\43%0 29 \55 e 12A6 Y ™ -
‘ S/
00114 28039, 155 qett), 1oy e f] A7/ 22-8-1%2
L0074 4 55 I res_13Avsay Ci//i,ﬁ (5 2y
o043 7 L. NG 12AUG 2
M& 2.4 68 W}oﬁ/ | \gﬁﬁéqyz_* %a«»\i
, q V(/Z\-a(m
1001435092 (6§ 5«4 2 121324 sreH]
/4 4 <WM
10014 390F) 168 /3 Arus 2 |3 euc 2]
W\ P _
/,YT@’(E) ST
I

*Verifier to verify that SPC beads deionized for minimum of 30 minutes per D51090
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1001441536

Section 4B: In-process changes of OC and Lids

DN/A Employee Sign and date

OC and Lids) match the PO.

Document in-process lot changes for OC and Lid. If no mold changed for OC or Lid check N/A for welder settings.
If mold change of OC or Lid initiate BRMAM and verify the welder settings are within specification per the D51100.
Verify that part number and batch number for each material

./

(in)

Introduced Welder settings Spec from D51100
material part#,
lot/ ba'tch# and Mold Performed by Verified by
quantity ar.e Part # Lot #/ Batch # Tray # Cal\ll;ty Welder 1 Setting Welder 2 Setting Employee Sign and Employee Sign and
correct against date date
the production
order
EN/A BN/A Tyler Heu (W]
” i qoZHogoHA
Verified 5 27 Hgg éé L (I?:]!;nergy (J) or RPN (i[::;nergy () or ORPN 1344324 1 A\)b 2(%
i ETN/A ETN/A L, AT C;JQ
Verified — FB OEnergy (J) or ORPN | CEnergy (J) or ORPN =
/00*9771 IOO\LH‘L%C\ qo (in) (in) 134v92 Y4 IBAV62Y
O N/A (| N/A /
O Verified OeEnergy (J) or ORPN | OEnergy (J) or RPN
(in) (in) /
O N/A M
O verified OEnergy (J) or O Energy (J) or CODRPN
M (in)
y\};}@\{%\ ON/A OO N/A
1 Verified T Ot OEnergy (J) or RPN | CIEnergy {J) or ORPN
/ > in____ (i ___
O verified OEnergy (J) or CJRPN | DJEnergy (J) or OORPN

(in)

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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Section 4C: Lot change of Other Materials (incl. Funnels, film seal, reagents, needle replacement; desiccants;
retain balls, frits, pre-filter etc.).

Document the part # when lot changes.

Introduced new material
part#, lot#/batch#, quantity . »
and expiration date (if Part # Lot #/ Batch# Tray # Ex;;ratlon £ P,e rfor;ned : Z ,V er|f|.ed bZ d
applicable) are correct against ate mployee Sign and date | Employee Sign and date
the production order/DHR
E/Verified Hoo - 2?'57/ VZZL‘I o&¥o9C L/ / f"//A @;Tmal (’&/ ?mﬁl‘{ \:«/ 1L A
- o N 4 [ ‘ ’ ; |
IVerified 590.,2’(;2 [oolyy2zgy-c Ub WFew2e)5 wa‘lejmw c//,,/ZHUGZH
o . —>CC /4 ‘
EVerified Dol ——ZE'L’ ngﬂ6g Go N/A = ,3,41)(,/2}‘( /2 Ava 24
— OACD2025 v
 verified 500 - 3oA o0 126-C 1R Cauott | 24 1% M02g
o verfed 00\ - B\ Qa295% T NIA | dvead | 13 suedy
s L2 .
H Verified 50— 557 \0O\HE 384 D-3 | 1) M MAYRG Oz)ﬁUGRL/ @ I% féw' u‘,
H Verified 580 -25 05 \ oMU 895 - C \ Lk \O BER oS \WQH o savcay 13 AUG 2
A Verified oD - 00%] A0U2b \50 N / A (@M 13408 34 2
LEverified 500 - N bR \0O\H L 20T -A Vo2 VD FCR A0S @WA ZABRY| |3 Auc' 24
B Verified oo|-26l14 Q73953 8L | WA [Toler How DAIGH g ~— 3
O Verified ,‘1\1}0 A RCGZA

O 12Aug2y THIZAW2Y THIBAG2Y
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Batch#

Document Number: D54313

Rev: AC

Effective Date: 5/22/2024

Page 16 of 25

1001441536

Section 4C: Lot change of Other Materials (incl. Funnels, film seal
reagents, needle replacement; desiccants; retain balls, frits, pre-filter etc.).

gn and date

—

Document the part # when lot changes.

] Eﬁ/A Emplﬁ’i

Introduced new material
part#, lot#/batch#, quantity
and expiration date (if
applicable) are correct against
the production order/DHR

Part #

Lot #/ Batch# Tray #

Expiration
Date

Performed by
Employee Sign and
date

Verified by
Employee Sign and
date

O Verified

O Verified

O Verified

[ Verified

O verified

O Verified

O Verified

O Verified

O Verified

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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Section 4D: Label Roll Change.

O N/A Employee Sign and date

Place first 2 labels from each new roll and document tray number when fabel roll was changed. Ensure Assay Name, Lot/LSP and date on label matches production order

date/mfg. date
on label matches

date/mfg. date
. on label matches

date/mfg. date
on label matches

on label matches
production order

Roll 2 Roll 3 0 N/A Roll 4 0 N/A Roll 5 RA T O A<
First First First First
>
x os1134606112532 3 |3 T B
06113 ° 3 061134606112532 o
58‘ 1814063076111125";32 s B 53 1810433093 =, oA $§‘ 1810456273 3, K
s o §J 2 e & H 25 x B
§8 F M Ss ety - B §2 I
2 26 Sm oy G0 = :
£52 ok 3 2 g g
55 g s N\ 5 Sy 51k Y
g\ "5k Ly § L 83 o\ "2 K 5882
g & 58 3 £ 8 g e 2=
g gg° % Z 2 g 3 &
3 & [ Q <
g 124, 08" D’ /IEI‘IITUJZ‘< ) Qg“{‘“’ YA Y
)
Nl 7 ez
Second Second Second Second
Z % I 3
061134606112532 ¢ g 061134606112532 & [B5 061134606112532 & o
§§r 1810371124 o I 5;- 1810433094 A B 53 1810456274 N S
»§ LI © e % %< aE P x
£8 T K g8 - 53 ° B
g% b ) g5 : B g5 o o
28 L3 38 I SaH 4 L
2m GO = £X 2 Smf 0
3 S wfg g8 S wfg 33 ¢ mafg]
N &8 L RS N s 32 \sg S 83
o 2 n oo 2 © aN F R 2 [*) a8 5 5 2
3 - g & k] < | g by o < LU i
3 £t g g 2 3 S:
§ o~ § 28 g 2
A 19 AUC” /1124 < * Dr4 2 Ay o
(£ AU7EN [ = 1 Tn24
Tray#: Y (; Tray#: X" Tray#: | 64 Tray#:
Assay Name, . Assay Name, Assay Name, ' Assay Name,
Lot/LSP and exp. | Lot/LSP and exp. Lot/LSP and exp. Lot/LSP and exp.
,B’(es date/mfg. date [ Yes

production order | production order production order

Employee Sign and date Employee Sign and date Employee Sign and date Employee Sign and date

Performed Z/ / ﬂz 2/ Performed rw Ay Performed ‘ Performed
By ‘/% By m L9 By /‘é( 24 By
(2 Av91Y [3AY9 )2 Au6
E ee Si nd date E;—nployee ‘S_:genLand date Employee Sign and date Employee Sign and date
- . by Tieu e » ; ces
Verified By —= Verified By 2 Verified By ‘ Verified By
12062 15AuGZY Bauc 24

F 3 1d Be
@ C ! q ( \ r \1 e N+ % 6 'A oV B User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM
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N\

Section 5: Line Clearance: Additional labels after starting the build /IZI/ N/A Employee Sign and dateéj U”\ ‘%%Szﬂ
\

Pre-Printed Labels Issued After Starting the Build (Labels
printed using D0662 Label Accountability Worksheet)

On D0662 Worksheet:

e Ensure the Assay Name, Lot/LSP and expiration [ Yes CI N/A O Yes O N/A [7Yes CIN/A
date/manufacturing date on label matches

production order

Employee Sign and date Employee Sign and date Employee Sign and date

Performed By

Employee Sign and date Employee Sign and date Employee Sign and date

Verified By

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace. Date Printed: 8/12/2024 8:08:27 AM
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1001441536

Section 6: Power Loss/ Machine Restart

l/Z/N/A section 6 (A, B, C, D) employee Sign and date——\.! /\/L’_\ (IDP(U(BM

In the event of a power outage or manual machine restart, once resumed, ensure settings are correct and within specified rarige per SOP or worksheet

SECTION 6A: Welder Setting

At the beginning of the run and during in-process changes, verify the welder settings are within specification per the D51100

Welder Setting
Specification

Welder 1 Setting

Welder 2 Setting

Acceptance Criteria

ME Performed by
Employee Sign and date

Verified by
Employee Sign and date

Trigger Force (Ibf)

Weld Force (Ibf)

Amplitude (%)

(lEnergy (J) or
CIRPN (in.)

16)

1 PASS
L1 If Fail: Issue BMRAM
and print Additional Page

Section 6B: Confirm new LDC set up if applicable

[0 N/A Employee sign and date:

Record the Liquid
Dispense Cart ID # that is
being used:

Check Flow Meters are
within calibration

are within calibration

Check Pressure Regulators

Record last date cleaned: *

Verified by
Employee Sign and date

Performed by
Employee Sign and date

LDC:

Calibration Due Date:

Calibration Due Date:

Date:

Section 6C: Confirm Recipe after a power loss/machine restart

Enter Xpress SARS-CoV2/FLU/RSV Recipe: 78

Performed by
Employee Sign and date

Verified by
Employee Sign and date

Record Recipe #:

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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1001441536

Section 6D: Line Setup continued- Ball Height Check and offline testing

Ensure the retain ball height and frit height are within specification and funnels are properly inserted if applicable.

Chamber #

Cartridge 1

Cartridge 2

Cartridge 3

Cartridge 4

Chamber 1
26.0-27.0 mm

Chamber 11
35.0~-36.0 mm

Funnel is Instalied (V)

(Check One)
[JMicrometer ID
[ICaliper ID

Asset ID: L#

Calibration Due
Date:

[J PASS

O] If Fail: Issue BMRAM correct
and print Additional Page 20)

Offline Testing*

Quantity:

Performed By:

Employee Sign and date

Verified By:

Employee Sign and date

*Record the quantity of cartridges used for offline seal testing prior to start of production

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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ROBAL Worksheet for Xpress CoV-2/FIuIRSV plus EUA  Batch#| 1001441536
Sectlon 7: Total Production Accountability
‘Count and document total good parts and scrap at the end of each lot.
TASK QUANTITY

A | S001: Total HMI Reject 240

B | Total GOOD parts (HMI) | 28500

| | $100: Total Scrap Accountability (In-line scrap from section 3C and

C | Physical count Visual/Other and Offline Rejects): 270

Count and document scrap at the end of each lot.
D | S300: Total IPT samples pulled (Total Quantity from section 3A+3B) 210
E Total Good Parts to PAL (physical count) 7 80 2(p

Performed by:

Employee Sign and d

Verified By:

EmploT Sign and date

\—/\ TEAUERY

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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1001441536

Section 8: BMRAM report(s)

O N/A Employee Sign and date:

restart)

List all BMRAM reports initiated due to critical line intervention that causes changes in original settings of ROBAL (Ex. OC change, power outage, machine

BMRAM Report #

Description

Performed by
Employee Sign and date

EWR- (45093

CL

NEW LoT

TRQlogd (RAuc 2f

EWR-\AD0e

Aot rdexet ol

O\t 12 Puzy
Y\

{?UJ@-\O’\\Z\@) <\ V’ZA\Jb7<(
@U\f\?x \O5 T | LEB nseoetr | Mide Q\ =3 Aui24
EWR — 196193 CIL Téwlam 13 AUC 2¢)
BIR — 105220 Lo Roeor  Copmpolitr Fauc \fﬂﬂﬁa@ I3 4uG 24

e~ \AHO

AN

N1 2 MESSRIG

/\

\\/\\ (ZA V24

<\

Q,\J (A VS

\

/

/

- *BMRAM should be initiated for all the interventions per ROBAL operating procedure
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ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536

N g '

Section 9: Comments J)Z/ N/A Employee Sign and date: < /\/L-——-—"—" '\5 AU G2<

DHR Page or . ‘ Performed by

Obs.# Att. Effected Comment/Correction Employee Sign and date
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Page 24 of 25
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ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536

Section 10: DHR Attachments- (Print and Attach)

Performed by

Description
ptio Employee Sign and date

Humidity Monitoring Report at the end of the <\
lot for 24 hr period (Vaisala)* 5 \ DAV

D0662 Label Accountability Worksheet(s) Q?\/\_____ ‘%A\)gzg(

T\
D10552 Cartridge Seal Integrity Vacuum Test Worksheet C_\\ '\/L’—f-—\ (AAVE2

Production Order Q ’\J—\. 4 MUty
\

TEAUSFOC <R Deg. e Iruso

AN T AL PAGD (2 C\ 2 puytad

D120 A rave

WL\

/) 7

*|f Vaisala is locked out, take picture of the humidity control, and attach pictures instead of report with DHR. If Vaisala is down, notify Supervisor.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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Page 25 of
ROBAL Worksheet for Xpress CoV-2/FIU/RSV plus EUA  Batch#| 1001441536 S
Section 11: End of Lot
Section 11A: Task Description for Manufacturing Associate Action
Cleaning Complete per D51077 A Yes
Leftover material to stockroom (RTS) _HVYes [ N/A
Return Beads per D51173 ClYes AN/A

Employee Sign and date

Performed by:

Section 11B: Task Description for Manufacturing Lead/Supervisor Action
Backflush Transacted Ltves L[IN/A
Nonconformance (NC) D0108 initiated NC number: LN/A
Enter Date of Manufacture Per D24651 (Date) Q%/ (/2 { ’2@4
Employee 3 a dEate '
Performed by: M TS AL(24]
\

Final approval by Manufacturing Supervisor or Lead is intended to assure that the data and requirements for producing the following
part are within the release specifications as required.

~ As the verifier and approver of this device history record, you assure that this record was produced and filled out in accordance with
Cepheid Requirements.

Manufacturing approved by: _JEE £— DC(‘JF(JKQQ( 1 G /\.F — Date: ' AUG2H

Full Name and Signature \

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
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. Attachment 1 - ROBAL Cartridge Counting Worksheet

///Cepheid.

Signature Sheet

All individuals performing steps in this worksheet must type their names and initials below.

Print Name Initials
JORGE CARACOSA JR ICJ
RONALD ABING RSA
EA

! ELIJAH ARTHER

o e— ool o

D
/

/

/

PR

‘Y<\)

Ny

User of printed copy is responsible for using current revision and discarding expired or obsolete revisions.
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/ Attachment 1 - ROBAL Cartridge CountingWorksheet Document Number: D72369
- Rev: A
/Cepheid. Effective: 8/5/2024

Page:30of 5

ADDITIONAL IPT / VST / RESAMPLING COUNT WORKSHEET OWNER: VST Associate

*Do Not Copy & Paste Cells Cartl Cart2 Cart3 Cartd Cart5 Cart6 Cart7 Cart8 Cart9 Cart1l0 Cartll Cart12 Cartl3 Cart14 Cartl5 Cart1l6 Cartl7 Cort18 Cart19 Cart20
1-10 11-20 21-30 31-40 41-50 51-60 61-70 71-80 81-90  91-100 101-110 111-120 121-130 131-140 141-150 151-160 161-170 171-180 181-190 191-200

ROBAL #: -0 0 0 0 0 0 o 0| 0] o0 o 0| 0] O 0 0 0 ] .0
_toTw 0 0 0 0| 0 0 0 0 0 0 0 0 0 0 0 0 0 0
., rom 1095098 -0 0] 0] .0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
NP 1001441536 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
titats -0 0 0 ] ] 0 0 0 0 ] 0 0 0 o'} o 0| 0 | O
13AUG24 0 0 0 0 (] 0 0 | 0 0 0 | 0 0 0 0 0 0 0 0

0 0 0 0 0 0 0 0 0| 0 | 0 0 0 0 0 0 0 0

0 0| 04 0 0 0 0 ] 0 0 0 0 0 0 0 0 o | o

0 0.l 0] o 0 0 0 0 0] o 0 0 0| 0 0 0 0| o

0 0 0 0 0 0 0 0 0, 0 0 0 0 0 0| 0 0 0

CART
TOTAL

\

Performed By /
(Initials) //

/

Date/ Time 3 \\b‘ | "] 724

,% S
. / 1 {
Verified By
. (Initials) "] —]
Date/ Time

COMMENTS ~ & \ SAMPLES TOTAL: 0

{Initial, Date) f @ \’bp(\)t;ﬂ’

Last Updated:
8/13/2024 20:26

User of printed copy is responsible for using current revision and discarding expired or obsolete revislons.
Current released version resides in Agile Workplace.
Cepheid Confidentlal Date Printed: 8/13/2024  8:26 PM



Attachment 1 - ROBAL Cartridge Counting Worksheet Document Number: D72369

Attachment 1

é:epheid. Rove

Effective: 8/5/2024
Page: 4 of 5

MANUFACTURING SCRAP COUNT WORKSHEET OWNER: VST Associate

*Do Not Copy & Paste Cells Cart 1 Cart2 Cart3 Cart4 Carts Cart6 Cart7 Cart8 Cart9 Cart10 Cartll Cartl2 Cartl3 Cartl4 Cartl5 Cartl6 Cartl7 Cart18 Cart19 Cart20
1-10 11-20 21-30 31-40 41-50 51-60 61-70 71-80 81-90 91-100 101-110 111-120 121-130 131-140 141-150 151-160 161-170 171-180 181-190 191-200

ROBAL #: 18
, LOT #: 60611
/ pom 1095098
BATCH #: 1001441536
Initials: EA
13AUG24
CART
TOTAL L]
Performed By //
(Name) //
! 3
Date/ Time }/ﬂﬁ?’ \
i =
Verified By / j\-
{initials) "] /
/
‘ Date/ Time //
COMMENTS ‘H\"b' 50T SCRAP TOTAL: 0
(Initial, Date} ) (13
. . . d:
S T s updte
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Attachment 1 - ROBAL Cartridge Counting Worksheet

TOTAL COUNT TO PAL WORKSHEET

*Do Not Copy & Paste Cells

‘ROBAL #:
4

LOT #:

PO H:
BATCH #:
FINAL TRAY #

FINAL TRAY QTY

Completed By:
{initiat }

Completed Date:

18
60611
1095098
1001441536

182

152

EA

13AUG24

Cart3 Cart4 Cart5 Cart6 Cart 7 Cart8 Cart9 Cart 10

91-100

Cart1l Cart12 Cart13 Cartl4

OWNER:

Cart 15

101-110 111-120 121-130 131-140 141-150

Cart 16
151-160

Document Number: D72369
Attachment 1

Rev: A

Effective: 8/5/2024
Page:5of 5
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Cart 18
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Cart19 . Cart 20
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154 | 154 | 154 | 154 | 154 | 0 | 0
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1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 | 1540 306 [ 0 |
torTotAl: 28 026
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Datasheet (1) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) W;g;%‘:"ss Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
1_S_01x 36009.4 36002.3 71 PASS NA
Cartridge Number (LSP) | \ ¢ . ojl weight measurements should be done 1.S_02x 35982.4 35979.6 28 PASS NA
60611 in "mg" and recorded in "mg".
1_S_03x 35878.5 35874.6 3.9 PASS NA
PO Number Assay Family Weight Loss Spec 1.S_04x 35827.5 358238 37 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100
1_S_05x 35892.9 35887.6 53 PASS NA
Balance |D Number Balance Cal Due Date 1.S_06x 35982.4 359783 41 PASS NA
L3603 08/31/25
1.S_07x 359728 35969.8 3.0 PASS NA
1_S_08x 35814.6 35811.4 3.2 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 1.S_09x 35997.9 15995.8 21 PASS NA
L6473 08/31/25
1_S_10x 35589.5 355874 21 PASS NA
Timer ID Number Timer Cal Due Date 1811+ 35858.6 358585.9 27 PASS NA
L3627 02/28/25 1_S_12+ 35814.3 35812.5 18 PASS NA
1_S_13+ 35958.0 35955.4 26 PASS NA
Configuration o rtrid ge Lid with Chamber Identification 1.5 14+ 35959.2 359571 2.1 PASS NA
1_S_15+ 35976.1 35973.0 3.1 PASS NA
1_S_16+ 35963.3 35960.6 2.7 PASS NA
1_S_17+ 35888.3 35886.4 19 PASS NA
1_8_18+ 35877.5 35874.4 3.1 PASS NA
1.S_19+ 35874.2 35872.5 1.7 PASS NA
1_S_20+ 35926.5 35923.9 26 PASS NA
Name of Tester - -
JORGE CARACOSA JR
""" 3¢ > 12AV62Y4]
ry /
Signature Date e X L‘
/j m 12AUG24
[ =l
Comments N/A For Information Only
QOC Mold(s) Lid Mold(s)
L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential

Date Printed: 8/12/20246:58 PM
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Datasheet (2) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
2_S_01x 35847.9 35845.1 28 PASS NA
Cartridge Number (LSP) |  nNoTE . Al weigh hould be 2.S_02x 35819.0 35817.1 19 PASS NA
60611 done in "mg" and recorded in “mg".
2_S_03x 35921.3 35916.9 4.4 PASS NA
PO Number Assay Family Weight Loss Spec 2 S 04x 35924.0 35920.9 31 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 —
2_S_05x 35890.6 35888.0 26 PASS NA
Balance ID Number Balance Cal Due Date 2 'S 06x 35752.1 35748.9 39 PASS NA
L3603 08/31/25 —
2_S_07x 35911.3 35908.3 3.0 PASS NA
2_S_08x 35678.1 35674.9 3.2 PASS NA
Vacuum Oven ID Number jVacuum Oven Cal Due Date 2'S 09x 355555 35552.9 26 PASS NA
L6473 08/31/25 —
2_S_10x 35667.5 35663.1 4.4 PASS NA
Timer ID Number, Timer Cal Due Date 2511+ 385161 35512.8 33 PASS NA
L3627 02/28/25 2 S_12+ 35971.0 35967.5 35 PASS NA
2_S_13+ 35954.6 35954.0 0.6 PASS NA
Configuration of Cartridge Lid with Chamber Identification 2§ 14+ 35855.9 35853.3 26 PASS NA
2_S_15+ 35834.6 35831.4 3.2 PASS NA
2_S_16+ 35875.1 358721 3.0 PASS NA
2_S_17+ 35662.2 35658.0 4.2 PASS NA
2_S_18+ 35857.3 35853.2 4.1 PASS NA
2_S_19+ 35741.7 35738.4 33 PASS NA
Name of Tester 2_S_20+ 35876.2 35872.7 35 PASS NA
JORGE CARACOSA JR oA -
"] UG 2
Signature Date ‘_____’_4___————"‘"% Xy A L(
’/j Ay ) 12AUG24
pd
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlfed document. Itis valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/12/20249:10 PM
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Datasheet (3) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) PagsleaiI Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
3_S_01x 35617.6 35613.7 3.9 PASS NA
Cartridge Number (LSP) § noOTE - All weight measurements should be 3.S_02x 35581.3 35578.6 2.7 PASS NA
60611 done in "mg"” and recorded in "mg".
3_S_03x 35625.3 35622.7 26 PASS NA
PO Number Assay Family Weight L oss Spec 3 S 04x 35873.8 35869.7 41 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 -
3_S_05x 35822.5 35819.4 3.1 PASS NA
Balance ID Number Balance Cal Due Date 3'S 06x 35588.9 35583.4 55 PASS NA
L3603 08/31/25 ——
3_S_07x 35535.2 35531.9 33 PASS NA
3_S_08x 35750.4 35746.4 4.0 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 1S 09x 35567.2 35562.3 4.9 PASS NA
16473 08/31/25 —
3_S_10x 35748.2 35744.7 35 PASS NA
Timer 1D Number Timer Cal Due Date 381+ 358048 35802.3 25 PASS NA
L3627 02/28/25 3_S_12+ 35519.5 35512.7 6.8 PASS NA
3_S_13+ 36913.1 35909.6 3.5 PASS NA
Configuration of Cartridge Lid with Chamber Identification 3 S 14+ 35639.7 35636.1 36 PASS NA
3_S_15+ 35823.4 35819.1 4.3 PASS NA
3_S_16+ 35678.4 35674.1 43 PASS NA
3_S_17+ 35533.4 35529.3 4.1 PASS NA
3_S_18+ 35769.4 35765.5 3.9 PASS NA
3_S_19+ 35852.3 35848.1 42 PASS NA
Name of Tester 3_S_20+ 35806.6 35800.6 6.0 PASS NA
JORGE CARACOSA JR A)/r4
L "] \ G2
- e
Signature Date S— <) 14N "f
q / -~ 2 13AUG24
P = '
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/202412:03 AM
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Datasheet (4) D10552 Waorksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge 1D Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pagslea'I Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18 !
4 S 01x 35924.0 35822.1 19 PASS NA
Cartridge Number (LSP) | nNoTE . All weight measurements should be 4_S_02x 35563.5 35562.3 12 PASS NA
60611 done in "mg" and recorded in “mg".
4_S_03x 35722.0 35720.0 20 PASS NA
PO Number Assay Family Weight Loss Spec 4'S 04x 35602.8 35600.4 2.4 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 — - .
4_S_05x 35560.4 355658.2 22 PASS NA
Balance ID Number Balance Cal Due Date 4'S 06x 35779.7 35778.0 17 PASS NA
L3603 08/31/25 —
4_S_07x 35812.8 35811.6 12 PASS NA
4_S_08x 35638.7 36637.5 1.2 PASS NA
Vacuum Oven ID Number JVacuum Oven Cal Due Date 4'S 09x 35915.1 35912.4 27 PASS NA
L6473 08/31/25 i
4_S_10x 35917.4 35916.2 1.2 PASS NA
Timer ID Number Timer Cal Due Date 4811+ 355036 35501.8 18 PASS NA
L3627 02/28/25 4 S_12+ 35601.7 35600.6 1.1 PASS NA
4_S_13+ 35455.5 35455.4 0.1 PASS NA
Configuration of Cartridge Lid with Chamber Identification 4S 14+ 15720.7 35720.0 0.7 PASS NA
i
- 4.5 15+ 35602.3 35601.0 13 PASS NA
4_S_16+ 35464.1 35463.0 11 PASS NA
4_S_17+ 35902.4 35902.6 -0.2 PASS NA
4_S_18+ 35784.9 35783.9 1.0 PASS NA
4_S_19+ 35873.5 35871.2 23 PASS NA
Name of Tester 4_S_20+ 35889.5 35887.1 24 PASS NA
JORGE CARACOSA JR ) /A
- ] A6
Signature Date QL‘) ‘3 6 L(
L~
4 )C’ - ) 13AUG24
(./ y
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlied copy of this document resides in Agile Workplace. Cepheid Confidential

Date Printed: 8/13/20242:57 AM
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Datasheet (5) D10552 Worksheet Document Number: D10552

Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge iD Initial Weight (mg) { Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
XP3COV2/FLLU/RSV-10 1001441536 ROBAL-18 !
5_S_01x 35947.8 35945.0 2.8 PASS NA
Cartridge Number (LSP) | noTE - All weight measurements should be 5.S_02x 35924.8 35923.1 17 PASS NA
60611 done in “mg" and recorded in "mg".
5_S_03x 36742.0 35739.4 26 PASS NA
PO Number Assay Family Weight Loss Spec 5 S 04x 35844.4 35843.2 12 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 —
5_S_05x 35945.9 358444 1.5 PASS NA
Balance ID Number Balance Cal Due Date 5 5_06x 15581.5 35578.9 26 PASS NA
1.3603 08/31/25
5_S_07x 35678.5 35674.8 37 PASS NA
. 5_S_08x 35597.7 35596.0 17 PASS NA
Vacuum Oven ID Number _[Vacuum Oven Cal Due Date 5'S 09x 15702.8 35698.7 4.1 PASS NA
L6473 08/31/25 —
5_S_10x 35610.4 35607.3 3.1 PASS NA
Timer ID Number Timer Cal Due Date 5.5.11+ 359224 359216 0.5 PASS NA
13627 02/28/25 5_S_12+ 35923.3 35921.6 1.7 PASS NA
5_S_13+ 35872.2 35869.9 23 PASS NA |
Configuration of Cartridge Lid with Chamber Identification 5 S 14+ 35816.2 35814.5 17 PASS NA ‘
5 S_15+ 35870.2 35867.9 23 PASS NA
5_S_16+ 35681.3 35580.7 0.6 PASS NA
5_8_ 17+ 35574.1 35572.4 17 PASS NA
5_S_18+ 35834.0 35831.0 3.0 PASS NA
5_S_19+ 35807.8 35807.1 0.7 PASS NA
Name of Tester 5_S_20+ 35580.4 35577.2 3.2 PASS NA
DENNIS BACLAGAN N Ia
Signature Date DB I _7> P\UG ?—L‘P
Y
DRcelose — faavszs
2
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. itis valid only untit its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/20245:32 AM
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Datasheet (6) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pagsleail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
6_S_01x 35795.8 35797.2 -1.4 PASS NA
Cartridge Number (LSP) | \oTE . All weight measurements should be 6_S_02x 35653.8 35657.0 32 PASS NA
60611 done in "mg" and recorded in "mg".
6_S_03x 35869.9 35867.3 26 PASS NA
PO Number Assay Family Weight Loss Spec 6 S 04x 36859.9 35859.9 0.0 PASS NA
1095098 Xpress CoV-2/FIL/RSV plus 100 -
6_S_05x 35674.8 35674.9 -0.1 PASS NA
Balance |0 Number Balance Cal Due Date | 6_S_06x 35948.2 35047.7 05 PASS NA
L3603 08/31/26
6_S_07x 35933.2 35932.1 141 PASS NA
6_S_08x 35885.3 35887.2 -18 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 6_S_09x 35928.7 35927.7 10 PASS NA
L6473 08/31/25
6_S_10x 35948.3 35947.3 1.0 PASS NA
Timer ID Number Timer Cal Due Date 6_S_11+ 358304 35829.2 12 PASS NA
L3627 02/28/25 6_S_12+ 35694.5 35694.8 -0.3 PASS NA
6_S_13+ 35895.5 35897.5 -2.0 PASS NA
Configuration of Cartridge Lid with Chamber Identification 6 S 14+ 359224 15924.8 24 PASS NA
6_S_15+ 35815.1 35816.5 -1.4 PASS NA
6_S_16+ 35837.8 35838.8 -1.0 PASS NA
6_S_17+ 35897.7 35898.6 -0.8 PASS NA
6_S_18+ 35812.8 35812.6 0.2 PASS NA
6_S_19+ 35771.0 35771.7 -0.7 PASS NA
Name of Tester 6_S_20+ 35527.8 35526.8 1.0 PASS NA
RONALD ABING N / K
3 .—_————-—_——.—-_
Signature Date Iy Q/gt‘ \7 Me ZA
/@' 13AUG24
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/20248:08 AM
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Datasheet (7) D10552 Worksheet Document Number: D10552

Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight {mg) | Weight Loss (mg) pass/Fail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
7_S_01x 35801.2 35795.2 6.0 PASS NA
Cartridge Number (LSP NOTE - All weight measurements should be 7._S_02x 35862.3 35858.8 35 PASS NA
60611 done in "mg” and recorded in "mg".
7_S_03x 35770.4 35767.5 29 PASS NA
PO Number Assay Family Weight Loss Spec 7_S_04x 35908.0 35907.8 0.2 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100
7_S_05x 35861.5 35858.7 28 PASS NA
Balance ID Number Balance Cal Due Date 7_S_06x 25843.4 35841.6 18 PASS NA
L3603 08/31/25
7_S_07x 35891.6 35890.4 1.2 PASS NA
. 7_S_08x 35869.3 35866.3 3.0 PASS NA
Vacuum Oven ID Number_fVacuum Oven Cal Due Date 7_S_09x 35806.1 25802.2 39 PASS NA
16473 08/31/25
7_S_10x 35932.7 35931.2 1.5 PASS NA
Timer ID Number Timer Cal Due Date 7S 11+ 35518.5 35516.8 17 PASS NA
L3627 02/28/25 7_S_12+ 35845.0 35844.3 07 PASS NA
7_S_13+ 35794.9 35794.5 0.4 PASS NA
Configuration of Cartridge Lid with Chamber Identification 7S 14+ 35854.9 35854.9 0.0 PASS NA
7_S_15+ 35776.6 35775.8 0.8 PASS NA
7_S_16+ 35955.9 35955.3 0.6 PASS NA
7_8S_17+ 35634.4 35634.5 -0.1 PASS NA
7_S_18+ 35917.6 35917.5 0.1 PASS NA
7_S_19+ 35851.8 35851.9 -0.1 PASS NA
Name of Tester 7_S_20+ 35859.9 35858.0 1.9 PASS NA
— - y —
RONALD ABING N/
P34
Signature Date \QA \? N/ 1

% 13AUG24

>

Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlied copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/202411:14 AM
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Datasheet (8) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AN
Effective: 3/4/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
8_S_01x 35843.2 358404 2.8 PASS NA
Cartridge Number (LSP) 1 noTE . All weight measurements should be 8_5_02x 35930.1 35928.6 15 PASS NA
60611 done in "mg" and recorded in "mg”.
8_S_03x 35542.9 35540.7 22 PASS NA
PO Number Assay Family Weight Loss Spec 8 S 04x 35791.5 35789.8 17 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 -
8_S_05x 35923.4 35921.6 1.8 PASS NA
Balance ID Number Balance Cal Due Date 8_S_06x 35943.5 35939.1 44 PASS NA
L3603 08/31/25
8_S_07x 35806.9 35804.7 22 PASS NA
8_S_08x 35958.6 36957.8 0.8 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 8_S_09x 25891.6 15887.8 38 PASS NA
L6473 08/31/25
8_S_10x 35971.4 35967.5 3.9 PASS NA
Timer ID Number Timer Cal Due Date 8_S_11+ 35864.8 35863.5 1.3 PASS NA
L3627 02/28/25 8_S_12+ 35815.7 35814.8 0.9 PASS NA
8_S_13+ 35795.7 35796.0 -0.3 PASS NA
Configuration of Cartridge Lid with Chamber Identification 8 S 14+ 35718.2 35717.2 10 PASS NA
o ’ - _S_ ; . X
8_S_15+ 356861.7 35861.2 0.5 PASS NA
8_S_16+ 35923.6 35922.7 0.9 PASS NA
8_S_17+ 35685.6 35686.2 -0.6 PASS NA
8_S_18+ 35643.9 35643.9 0.0 PASS NA
8_S_19+ 35979.2 35976.8 24 PASS NA
N 8_S_20+ 35686.0 35684.0 20 PASS NA
ame of Tester
RONALD ABING N/ A
i __.——"‘__——— Y,
Signature Date | ] k& {\ ‘77 Auc i
/% ‘< 13AUG24
=
i Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. Itis valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential

Date Printed: 8/13/20241.04 PM
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Datasheet (9)
Cepheid Confidential

D10552 Worksheet

Document Number: D10552

Rev: AN

Effective: 3/4/2024

Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pagss/Fail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
@ 1_S_01x 35650.6 35649.3 1.3 PASS NA
Cartridge Number (LSP) ] NOTE - All weight measurements should be 9_S_02x 35854.5 35853.3 1.2 PASS NA
60611 done in "mg" and recorded in "mg".
9.S_03x 35527.3 35525.4 1.9 PASS NA
PO Number Assay Family Weight Loss Spec 9 S 04dx 35846.4 35844.6 18 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 —
9_S_05x 36870.5 35868.8 1.7 PASS NA
Balance ID Number Balance Cal Due Date 9 S 06x 35840.4 35838.3 2.1 PASS NA
L3603 08/31/25 —
9.S_07x 35922.3 35921.5 08 PASS NA
9_S_08x 35788.3 35786.6 1.7 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 9.S_09x 35609.3 35608.0 13 PASS NA
L6473 08/31/25
9_S_10x 35790.1 35788.9 1.2 PASS NA
Timer 1D Number Timer Cal Due Date 9811+ 35669.0 35667.7 13 PASS NA
L3627 02/28/25 9_S_12+ 35851.1 35850.4 0.7 PASS NA
9_S_13+ 35485.0 35484.6 0.4 PASS NA
Configuration of Cartridge Lid with Chamber Identification 9 S 14+ 35825.2 35823.7 15 PASS NA
9_S_15+ 35603.0 35601.7 1.3 PASS NA
9 S_16+ 35814.8 35813.9 0.9 PASS NA
9_S_17+ 36034.4 36033.8 0.6 PASS NA
9_S_18+ 35773.5 35772.6 0.9 PASS NA
9_S_19+ 35899.8 35898.6 1.2 PASS NA
Name of Testor 9_S_20+ 35656.2 35601.3 549 PASS Lid Weld (Leak)
RONALD ABING N / A
Signature_ Date Wf\ \% H\b
ﬂ 13AUG24
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

OENTRY ERROR

T SHould RE

a.s_ol x. R{A (BAUC24

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/20243:45 PM
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Datasheet (10)
Cepheid Confidential

D10552 Worksheet

Document Number: D10552

Rev: AN

Effective: 3/4/2024

Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg} Pass/Fail Observation
XP3COV2/FLU/RSV-10 1001441536 ROBAL-18
10_S_01x 35827.0 35825.5 1.5 PASS NA
Cartridge Number (LSP NOTE - All weight measurements should be 10_S_02x 35781.2 35779.7 15 PASS NA
60611 done in "mg” and recorded in "mg".
10_S_03x 35879.0 358774 16 PASS NA
PO Number Assay Family Weight Loss Spec 10 S 04x 35945.9 35944.3 16 PASS NA
1095098 Xpress CoV-2/FIu/RSV plus 100 ——
10_S_05x 35492.9 35492.0 0.9 PASS NA
Balance ID Number Balance Cal Due Date 10 S 06x 35780.3 35779.2 11 PASS NA
L3603 08/31/25 — -
10_S_07x 35813.3 35811.8 14 PASS NA
10_S_08x 35780.6 35778.8 1.8 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 10 S 09x 25843.4 35842.8 06 PASS NA
L6473 08/31/25 ——
10_S_10x 35876.5 35874.8 17 PASS NA
Timer ID Number Timer Cal Due Date 10.8 11+ 35856.3 35856.3 0.0 PASS NA
L3627 02/28/25 10_S_12+ 35950.3 35949.5 0.8 PASS NA
10_S_13+ 35911.4 35908.2 3.2 PASS NA
Configuration of Cartridge Lid with Chamber Identification 10 S 14+ 35708.9 35706.1 28 PASS NA
10_S_15+ 35865.9 35863.3 26 PASS NA
10_S_16+ 35937.6 35935.0 26 PASS NA
10_S_17+ 35894.4 35892.9 1.5 PASS NA
10_S_18+ 35608.8 35605.8 3.0 PASS NA
10_S_19+ 35923.1 35920.8 23 PASS NA
Name of Toster 10_S_20+ 35954.9 36951.1 3.8 PASS NA
ELIJAH ARTHER N /h,
Signature Date ] M !3 /4'/? 1\1
%‘/71 e 13AUG24
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
FB L
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. It is valid only until its new revision gets released. The only controlied copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 8/13/20246:25 PM
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Document Number: D22580

/C‘ ephe/d, Effective: 08/1 7R/2\(IJ:2§

In Process Testing Signature List p. 1 of 1
Part No: XP3COV2/FLU/RSV-10 Batch No(s)*: 1001441536
Production Order: 1095098 [0 N/A | Cartridge No. (LSP): 60611 ON/A
Document No.: D47377 Cepheid ID: 2 N/A
Retest? [ Yes I N/A | Rework? 0 Yes __NCR 1 N/A

*For Production Order (PO) with multiple batches, enter all batch numbers.
Signature List

All individuals performing steps in this Device History Record (DHR) must sign below or have their name ngted by
another qualified signing person. When signing another employees name it should be as a comment below the
signature rows. The comment needs to make it clear that the employees name was signed by someone else. At the
completion of the required steps the list must be closed.

Check N/A
Print Name Signature Initial if line is blank

Suluia &\w;u_ : =" — =S | < O nvA
/sz:ck. Fpa MJZ«;{./ ( 7/,{_44y// DF_ CINA
ﬁ’j Q10(4/(,,’)\. .{M//\” ﬁ}(ﬁ CONA
/éfo’l./d/) CSer 77< é Zc COna
Zﬁdﬂ Mﬁ% ? Z,J CIN/A
oy T (/ T | Owa
omedda Zaval W.ma/oa €7 | Ow
Arme,  \<he A AK [N
Qfel% Malhew (/MI/ MZM S I NA

SN/\ SALW JNS CINA

Reviewed by: M A—k\ Date 4] 5-2[.&

Print Signature
User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released
version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 1:52:07 PM

Confidential - Company Proprietary



/ Document Number: D22580
. Rev: E
/Ce,ohe/d. Effective: 08/17/2023

In Process Testing Signature List P 101D
Part No: XP3COV2/FLU/RSV-10 Batch No(s)*: 1001441536
Production Order: 1095098 O N/A | Cartridge No. (LSP): 60611 O N/A
Document No.: D47377 Cepheid ID: Z N/A
Retest? [ Yes FIN/A | Rework? O Yes _ NCR N/A

*For Production Order (PO) with multiple batches, enter all batch numbers.

Signature List

All individuals performing steps in this Device History Record (DHR) must sign below or have their name noted by
another qualified signing person. When signing another employees name it should be as a comment below the
signature rows. The comment needs to make it clear that the employees name was signed by someone else. At the
completion of the required steps the list must be closed.

Check N/A
Print Name Signature Initial if line is blank
%‘/@n &Iﬂﬂ)”&) ﬁ\_/ % D N/A
Jowjor Tay _Jjb JT [ N/A
CHSTLPHR.  CoLLALD M ore O va
5)0/’7%}/ V/ // wymy Vﬁﬂ%’;ﬂ/ Jv CINA
v
/’ 4[}4@ /h@// M > /"7{ O NA
/ﬁ‘é /am/J( @4/;—%4’ // f A
v

DOWY_ whdyen (D— > on Owa
Jaswne Sms\a QY a J3 N/
Mario (\M&\ oy VVM/\/M NAC [CIwA
LOY“Q’MID &M} wtero -2 T L. CONA

O Adderonal  pude Q““QG’Q&UKQ 0. Geo g/iz/L7l

Reviewed by: AMALEALA— /41\ Date: 3-13-
Print Signature
User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released
version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 1:52:07 PM

Confidential - Company Proprietary



/ Document Number: D22580
Rev: E
/C e,ohe/d. Effective: 08/17/2023

In Process Testing Signature List ALY
Part No: XP3COV2/FLU/RSV-10 Batch No(s)*: 1001441536
Production Order: 1095098 O N/A | Cartridge No. (LSP): 60611 O N/A
Document No.: D47377 Cepheid ID: N/A
Retest? [ Yes FIN/A | Rework? O Yes __ NCR N/A

*For Production Order (PO) with multiple batches, enter all batch numbers.

Signature List

All individuals performing steps in this Device History Record (DHR) must sign below or have their name noted by
another qualified signing person. When signing another employees name it should be as a comment below the
signature rows. The comment needs to make it clear that the employees name was signed by someone else At the
completion of the required steps the list must be closed.

Check N/A
Print Name Signature Initial if line is blank

Jodtr Vo | [ f 2 O
Londs Thao & —=——~> | ;T | Ow
SWNEY & sr0 g\/\r/r el | 913 CIna
\)\L}‘(I,\ Lee T D ST L 2N
ZIN/A

N/A

N/A
ZIN/A

ABNN

N/A

DBdditonad  paug  printed - pane 3. SES 2] \-L(zf

Reviewed by: Amna. Khey i Date: R-[3- 2.4

Print Signature

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current released
version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 1:52:07 PM

Confidential - Company Proprietary



Document Number: D29273

/C\ e p h e I' do Effective: 2/5R/2\(IJ:2\4

p.1of1
Checklist — IPT Review

Part No: XP3COV2/FLU/RSV-10 Batch No(s): 1001441536
Production Order: 1095098 O N/A
Document No. and Rev: D47377 Rev K.2 Cartridge No. (L.SP): 60611 O N/A
Item Reviewed N/A
All required pages, attachments, and documents present. (2@
Correct Product Lot/Batch, Part Number and Expiration Date. %8
All data points and final test results are valid %
Copy of NC, PDR, LFl and Nonstandard processing are documented on DHR, if applicable. ] =
All applicable comments from FI/PE/QC are present. = |
NC#: CIN/A
PDRi#: COINA U 1
LFi#: CIN/A
Off-board reagent lot(s)/OBR used: BN/A
Part number Lot number N/A
L]
O
Ol

Test Performed

Seal testing: Yes [] NA A
Functional testing: Yes A~ N/A [
Visual inspection: Yes &~ NA [

Reviewed By: /4")4)59 M th\ A}‘-L —Z'Ji:‘lé(_

Print ’ Signature Date

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/12/2024 13:52:22

Confidential - Company Proprietary




Part No.: XP3COV2/FLU/RSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document NU"Xite“ 547333
achmen

Batch No.: 1001441536 Rev: K.2
Effective; 03/22/2024
Cartridge No. (LSP): 60611 p. 10f1

Sampling Sample Size STFs
Point of Subgroup in Subgroup

(=] B (o] (o] o] (o] {e] [o] {e] (o]

Comments (Attach separate sheet(s) as required.) JrL
Performed By:

Date: 8/'5/2‘4

User of printed copy is responsible for using current revision and discarding expired or obsolete revisions.
Current released version resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/13/2024 19:22




User of printed copy is responsible for using current revision and discarding expired or absalete revisians.
wrrent released version resides In Agile Workplace.

Cepheld Canfidental

Date Printed: 8/13/2024 19:45

Part No.: XP3COV2/FLURSV-10 Product QC Testing Xpress SARS-CoV-2/Fiu/RSV plus
Batch No.: 1001441536
Cartridge No, (LSP): 60811
Product QC Testing Summary
Product
Catalog/Part XP3COV2FLURSV10 (Select using drop-down menu.) Type of Resample NIA
No.
(LSP)
Table 1; Test and Contro! Material i
Flu A Positive Control Flu B Positive Control SV B Positive Control SARS-CoV-2 Positive Control Negative Controf Posifive Control
Part No. Exp Date Part No. Lot No. Exp Date Part No. Lot No. Exp Date Part No. Lot No, Exp Date Part No. Lot No. Exp Date PartNo. | LotNo. Exp Date,
52500097 02500026 0011471
071724 2112025 X 062624ML 112025 042324ML 3172025 or Q41124ML 1122/2025 e 1001434665 | 1211272024 Q01-1471 | 332884 112025
325-00070 32500072 32500075 525-00169
Table 2; Pipette Information
Cepheld ID 15399 L5084 12692 12686 15401 NiA
1 g'ybf‘“"" Pue 12/31/2024 10/31/2024 113112025 1/31/2025 12/31/2024 NiA
ate
Table 3; GeneXperts Used:
Cephald ID NIA NIA NiA NA NIA NiA
Calibration Due NIA NIA NA NIA NIA NIA
Date
Cepheid ID NiA NIA NIA NIA NiA NIA
‘3::“"'“"" Due NIA NA NA NiA NIA NA
e
Table 4; infinity Used:
L3838
Capheid 1D NIA NA NiA Bag Numbers Tested Using 010
Oue 22812025 NA NiA NA fafinity
Date
Table 5; Single Minor Fallure Mode: Table 6; Visuat and Delamination Resample Results
Original Type Resample
Type Count Resuit Resample Count Flnal Count Result 3 Count
invalld {w/o error code) WA
and SPC Ct=0 [ Pass NiA NIA NIA Minor Visual Fallure
Curve Fit Error 0 Pass NIA NIA N/A_ Major Visual Faiture N/A
Probe Check Low 0 Pass NIA NIA NIA N/A
Probe Check High ) Pass NIA NIA NIA Note: Entar in results if spplicable (ail resamples ather than functionai and ful
CIT and SLD ) Pass NIA NIA NIA
Pressure Abort or Max Pressure > 50
PsI 1 Pass NIA NIA NIA Table 7; Major Failure Results
k Resample
Sample Volume Adequacy 0 Pass NIA NIA NIA Type Original Count
Delamination [) Pass NIA NIA NiA No. False Negative [
No. False Positive ]
No. Major Visua! inspection Fallures: o
C_— MaxCoun[ 1 7] NIA
[_Maxaccepiahie] 4 ]
{Outof) (210) (410)
Table 8; Result Summary:
Combined
Type Original Count Accept Criterla Result Resample Count | Accept Criterla Count Result
Total No. Cartridges Registered: 210 NIA NIA NIA NIA NiA NIA
Total No. Valid Test Replicates: 210 NIA NIA NiA NIA NIA NIA
No. Minor Fallures: 2 NIA NIA NiA NIA NIA NIA
No. Seal Test Fallures: 1 <9 Pass NIA NIA NIA NIA
No. Total Major Fallures: 0 1 Resample at 2.3 Pass NiA Combined <5 NIA NiA
Resample Data
No. Total Fallures: 2 <9 Pass NIA Only £10 NiA NIA,
Original Result: Pass NC# N/A
Overall Result Pass LFI# N/A
T S
NIA
By: . “ L Date: g/IB /ZL'I‘
PQC Reviewed By: A K Date: R-13-2.4
v AJ

Document Number: D47377
Attachment 1

Ravi K2

Effactive: 03/22/2024
p.1of



Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

Part No.
Expected Lot Number
Expected Assay Name

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Data Summary

XP3COV2FLURSV10

60611

Xpress SARS-CoV-2_Flu_RSV plus

First 10 0 No. Of Replicates 10
Sample Type
Lot Check VALID Assay Name Check VALID
gz' o: Replicates |, o Expected Result SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE
ec 3
Cartridge 1D Resuit. Fallure check Pressure Check Comment (drop-down menu available)
NEG_0_0_01X SARS-CoV-2 NEGATIVE Fiu A NEGATIVEFIU B NEGATIVE.RSY NEGATIVE PASS PASS A
NEG_0_0_02X SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:FIu B NEGATIVE,;RSV NEGATIVE PASS PASS A
NEG_0_0_03X SARS-CoV-2 NEGATIVEFlu A NEGATIVE;FIu B NEGATIVE.RSV NEGATIVE PASS PASS A
NEG_0_0_04X SARS-CoV-2 NEGATIVE.Flu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PASS A
NEG_0_D_ 05X SARS-CoV-2 NEGATIVE.Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PAS A
NEG_0_0_06+ SARS-COV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE:RSV NEGATIVE PASS PA N/A
NEG_0_0_07+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:FIu B NEGATIVE;RSV NEGATIVE PASS PA N/A
NEG_0_0_08% ARS-CoV-2 NEGATIVE,Flu A NEGATIVE:Flu B NEGATIVE.RSV NEGATIVE PASS PA N/A
NEG_0_0_09+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PA NA
NEG_0_0_10+ ARS-CoV-2 NEGATIVE,FIu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PA N/A
Sample Type 0 No. Of Replicates 100
Lot Check VALID Assay Name Check VALID
2:' 0; Replicates PASS Expected Result SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE
ec
.Cartridge ID Result - Fallure check Pressure Check Comment (drop-down menu available)
NEG 10 01X, SARS-CoV-2 NEGATIVE Flu A NEGATIVE:FIu B NEGATIVE. RSV NEGATIVE PASS PA N/A
NEG_1_0_02X SARS-CoV-2 NEGATIVE,Flu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PA N/A
NEG_1_0_03X SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PA NA
NEG_10_04X SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PA N/A
NEG.1_0_05X SARS-CoV-2 NEGATIVE Fiu A NEGATIVE:FIu B NEGATIVE:RSV NEGATIVE PASS PA N/A
[NEG_1.0_06+ ARS-CoV-2 NEGATIVE:Fiu A NEGATIVE Flu B NEGATIVE;RSY NEGATIVE PASS PA N/A
NEG_1_0_07+ ARS-CoV-2 NEGATIVE.FIU A NEGATIVE Flu B NEGATIVE:RSV NEGATIVE PASS PASS A
NEG_1_0_08+ ARS-CoV-2 NEGATIVE.Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PASS N/A
[NEG_1_0_09+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE. PASS PASS N/A
EG_1_0_10+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PASS A
NEG_2_0_01X SARS-CoV-2 NEGATIVE:Flu A NEGATIVE:Flu B NEGATIVE:RSV NEGATIVE PASS PA A
[NEG 2 0.0 SARS-CoV-2 NEGATIVE Flu A TIVE;Flu B NEGATIVE:RSV NEGATIVE PASS PA A
[NEG_2_0_03x SARS-CoV-2 NEGAT TIVE;Flu B NEGATIVE;RSV NEGATIVE PASS PA A
NEG_2_0_04X SARS-CoV-2 NEGATIVE:Flu A NEGATIVE Flu B NEGATIVE.RSV NEGATIVE PASS PASS A
NEG_2._0_05X SARS-CoV-2 NEGATIVE.Flu A NEGATIVE:Flu B NEGATIVE.RSV NEGATIVE PASS PAS N/A
NEG_2_0 06+ SARS-CoV-2 NEGATIVE:Flu A NEGATIVE,Ftu B NEGATIVE,RSV NEGATIVE PASS PAS N/A
NEG_2 0 07+ SARS-CoV-2 NEGATIVEFiu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PASS N/A
NEG_2 0 08+ SARS-CoV-2 NEGATIVE,Fiu A NEGATIVE:Flu B NEGATIVE.RSV NEGATIVE PASS PASS N/A
NEG_2.0_09+ SARS-CoV-2 NEGATIVE Fiu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PASS N/A
NEG_2_0_10+ SARS-CoV-2 NEGATIVEFlu A NEGATIVE,Flu B NEGATIVE;RSV NEGATIVE PASS PASS N/A
Error 2008: Syringe pressure reading of 100.3 PS!
NEG_3.0 01x ERROR exceeds the protocol limit of 100.0 PS! FAIL NiA
NEG_3_0_02x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE,RSV NEGATIVE PASS PASS N/A
NEG_3_0_03x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE,Flu B NEGATIVE.RSV NEGATIVE PASS PASS A
NEG_3_0_04x SARS-CoV-2 NEGATIVEFlu A NEGATIVE;Flu B NEGATIVE,RSV NEGATIVE PASS PASS A
NEG_3_0_05x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE.Flu B NEGATIVE.RSV NEGATIVE PASS PASS A
NEG.3_0_06+ SARS CoV-2 NEGATIVE;Flu A NEGATIVE.Flu B NEGATIVE,RSV NEGATIVE PASS PAS N/A
NEG 3_0_07+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE RSV NEGATIVE PASS PAS A
NEG 3 0_08+ ARS-CoV-2 NEGATIVE.Flu A NEGATIVE;FIu B NEGATIVE.RSV NEGATIVE PASS PA A
NEG _3_0_09* SARS-CoV-2 NEGATIVE,Flu A NEGATIVE:FIu B NEGATIVE,RSV NEGATIVE PASS PA A
NEG_3_0_10+ SARS-CoV-2 NEGATIVE;FIu A NEGATIVE:Flu B NEGATIVE:RSV NEGATIVE PASS PA! A
NEG. 4_0_01x SARS-CoV-2 NEGATIVEFIu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PAS A
EG_4_0_02x SARS-CoV-2 NEGATIVE,Flu A NEGATIVE:FIu B NEGATIVE,RSV NEGATIVE PASS PA N/A
EG_4_0_03x SARSCoV-2 NEGATIVE;Flu A NEGATIVE,Flu B NEGATIVE;RSV NEGATIVE PASS PA N/A
NEG_4_0_04x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE PASS PA N/A
EG_4_0_05x SARS-CoV-2 NEGATIVE:Flu A NEGATIVE.FIu B NEGATIVE:RSV NEGATIVE PASS BA NA
EG_4_0_06+ ARS-CoV-2 NEGATIVE;Fiu A NEGATIVE.Flu B NEGATIVE;RSV NEGATIVE PASS PA N/A
EG_4_0_07+ ARS-CoV-2 NEGATIVE:Flu A NEGATIVE.Flu B NEGATIVE:RSV NEGATIVE PASS PA N/A
EG_4_0_08+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE.FIu B NEGATIVE,RSV NEGATIVE PASS PA N/A
NEG_4_0.05+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PA: NA
NEG_4_0_10+ SARS-CoV-2 NEGATIVE Fiu A NEGATIVE.FIu B NEGATIVE,RSV NEGATIVE PASS PA N/A
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[Cartridge ID Resuit VRN R __|Faliyre check __ - R PR Pressure Check - : Comment {drop-down menu avallable)
NEG, 0_01x SARS-CoV-2 NEGATIVE Flu A NEGATIVE Flu B NEGATIVE:RSV NEGATIVE PASS PAS! N/A
|NEC 0 _02x ARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Fiu B NEGATIVE.RSV NEGATIVE PASS PA: A
|NEC 0_03x ARS-CoV-2 NEGATIVE:Flu A NEGATIVE Flu EGATIVE.:RSV NEGATIVE PASS PA! “N/A
[NEC 0_04x ARS-CoV-2 NEGATIVE:Fiu A NEGATIVE;Flu B NEGATIVE:RSV NEGATIVE PASS PA A
NEG 0_05x ARS-CoV-2 NEGATIVE; .Flu B NEGATIVE;RSV NEGATIVE PASS PA A
NEG 5 _0_06+ SARS-CoV-2 NEGATIVI .Flu B NEGATIVE;RSV NEGATIVE PASS PA! N/A
NEG_5_0_07+ SARS-CoV-2 NEGATIVI ;Flu B NEGATIVE;RSV NEGATIVE PASS PASS N/A
NEG_5 0_08+ SARS-CoV-2 NEGAT! .Flu B NEGATIVE; VE PASS PASS N/A
NEG _5_0 09+ SARS-CoV-2 NEGAT! .Flu B NEGAT WVE PASS PAS:! N/A
NEG_5_0_10+ SARS-CoV-2 NEGAT! ;Flu B NEGA SV NEGATIVE PASS PA! N/A
NEG_6_0_01X ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;FIu B NEGA V NEGATIVE PASS PA! A
NEG_6_0_02X ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGA SV NEGATIVE PASS PA! A
NEG_6_0 03X ARS-CoV-2 NEGATIVE;Flu A NEGATIVE.Flu B NEGATI SV NEGATIVE PASS PAS:! ‘A
NEG 6_0_04X ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;FIu B NEGAT V NEGATIVE PASS PA! A
NEG_6_0_05X ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGAT RSV NEGATIVE PASS PA! A
NEG_6_0_06+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATI SV NEGATIVE PASS PA! N/A
NEG_6_0 07+ ARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:FIu B NEGATI SV NEGATIVE PASS PA! N/A
NEG_6_0 08+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATI V NEGATIVE PASS PA ‘A
NEG 6 0 _09+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGA PASS PASS N/A
NEG 6_0 10+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGA PASS PA! A
NEG 7 0 _01x SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE:RSV NEGAT! PASS PA! N/A
NEG_7_0 02x SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:Flu B NEGATIVE;RSV NEGAT! PASS PA! /A
NEG 7_0 03x SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGAT! PASS PA N/A
NEG 7 0 04x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATI PASS PA N/A
NEG_7_0_05x ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE:RSV NEGATI PASS PA N/A
NEG_7 0 06+ ARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATI PASS PA N/A
INEG_7_0_07+ SARS-CoV-2 NEGATIVE:Flu A NEGATIVEFlu B NEGATIVE.RSV NEGATIVE PASS PA! NIA
INEG_7_0_08+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE.Flu B NEGATIVE;RSV NEGATIVE PASS PA! N/A
INEG_7_0_09+ ARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:Flu EGATIVE,RSV NEGATIVE PASS PASS N/A
INEG_7_0_10+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGAT RSV NEGATIVE PASS PAS: N/A
|NEC 0_01x ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;FIu B NEGA RSV NEGATIVE PASS PA A
[NEG 8 0_02x ARS-CoV-2 NEGATIVE,Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE PASS PA! /A
| NE! 0_03x ARS-CoV-2 NEGATIVE Flu A NEGA' u EGAT RSV NEGATIVE PASS PA A
| NE! 0_04x ARS-CoV-2 NEGATIVE Flu A NEGATI u B NEGATI Tl PASS PA! A
INEG 0_05x ARS-CoV-2 NEGATIVE;Flu A NEGA u EGA NEGA PASS PAS:! /A
INEG_8_0_06+ SARS-CoV-2 NEGATIVE;Flu A NEGA’ u EGA V NEGATIVE PASS PA! /A
NEG 8 0 07+ SARS-CoV-2 NEGATIVE:Fiu A NEGA u B NEGA ;RSV NEGATIVE PASS PA! /A
NEG_8_0 08+ SARS-CoV-2 NEGATIVE;Flu A NEGA u B NEGA :RSV NEGATIVE PASS PA! A
NEG_8_0 09+ SARS-CoV-2 NEGATIVE;Fiu A NEGA u EGA SV NEGATIVE PASS PAS A
INEG_8_0_10+ SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGA SV NEGATIVE PASS PAS: N/A
INEG_9_0_01x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS PASS N/A
|INEG_8 0_02x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGA V NEGATIVE PASS PASS N/A
INEG_9_0_03x SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGAT! RSV NEGATIVE PASS PAS: N/A
INEG 9_0_04x SARS-CoV-2 NEGATIVE:Flu A NEGATIVE:Flu B NEGA RSV NEGATIVE PASS PA! N/A
NEG_9 0 05x SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PA A
NEG_9 0 06+ SARS-CoV-2 NEGA’ NEGATIVE,Flu B NEGATIVE;RSV NEGATIVE PASS PA! A
NEG 9 0 07+ SARS-CoV-2 NEGA’ NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE PASS PA! A
NEG _9_0 08+ SARS-CoV-2 NEGA’ NEGATIVE;Flu B NEGATIVE:RSV NEGATIVE PASS PA! A
NEG 9 0 09+ SARS-CoV-2 NEGA’ NEGATIVE:Flu B NEGATIVE;RSV NEGATIVI PASS PA! A
NEG 9 0 10+ SARS-CoV-2 NEGATI NEGATIVE;Flu B NEGATIVE:RSV NEGATIVI PASS PA! A
NEG_10 0 01X SARS-CoV-2 NEGA’ NEGATIVE;Flu B NEGATIVE:RSV NEGATIVE PASS PA! A
NEG_10_0 02X SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE PASS PA! A
INEG_10_0_03X SARS-CoV-2 NEGATIVE;Flu A NEGATIVE Flu B NEGATIVE,;RSV NEGATIVE PASS PA; N/A
INEG_10_0_04X SARS-CoV-2 NEGATIVE:Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PA! N/A
INEG_10_0_05X SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE.RSV NEGATIVE PASS PAS N/A
NEG_10_0_06+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE,RSV NEGATIVE PASS. PAS N/A
|NEG_10_0_07+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE Flu B NEGATIVE:RSV NEGATIVE PASS PA N/A
INEG_10_0_08+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE,RSV NEGATIVE PASS PA N/A
NEG_10_0_09+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE.FIu B NEGATIVE:RSV NEGATIVE PASS PA N/A
NEG_10_0_10+ ARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE PASS PA N/A
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Cartridge 1D [Result |Falture check [Pressure Check I Comment {drop-down menu avaltable) i
Sample Type No. Of Replicates 100
Lot Check VALID Assay Name Check VALID
g:- 0‘: Replicates Expected Result SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE
ec
Cartridge ID Result . . . . T .| Failure check L Pressure Chack Comment {drop-down menu available)
POS_1_1 01X SARS-CoV-2 POSITIVE;Flu A POSIT B POSITIVE:RSV POSITIVE PASS PASS N/A
POS_1_1_02X SARS-CoV-2 POSITIVE;Flu A PO; B PO! V POSITIVE PASS PASS N/A
POS_1_1_03X ARS-CoV-2 POSITIVE;Flu A PO B PO V POSITIVE PASS PA! /A
POS_1_1_04X ARS-CoV-2 POSITIVE;Flu A POSIT| B PO V POSITIVE PASS PA: /A
POS_1_1_05X ARS-CoV-2 POSITIVE;Flu A POSIT B PO! V POSITIVE PASS PA! /A
POS_1_1_06+ ARS-CoV-2 POSITIVE;Flu A POSIT| B POSITIVE;RSV POSITIVE PASS PA! /A
POS_1_1_07+ ARS-CoV-2 POSITIVE,Fiu A POS|T B POSITIVE:RSV POSITIVE PASS PA! /A
POS_1_1 08+ ARS-CoV-2 POSITIVE;Flu A POSIT| B POSITIVE;RSV POSITIVE PASS PA! /A
POS_1_1_09+ ARS-CoV-2 POSITIVE;Flu A POSIT| B POSITIVE;RSV POSITIVE PASS PA /A
POS_1_1_10+ ARS-CoV-2 POSITIVE;Fiu A POSIT B POSITIVE;RSV POSITIVE PASS PA! /A
POS 2 1 01X ARS-CoV-2 POSITIVE;Flu A POSIT| B POSITIVE:RSV POSITIVE PASS PAS A
PO! 02X SARS-CoV-2 POSITIVE;Flu A POSIT| B POSITIVE;RSV POSITIVE PASS PAS N/A
PO! 03X SARS-CoV-2 POSITIVE;Flu A PO! POSITIVE;RSV POSITIVE PASS PASS NiA
PO 04X SARS-CoV-2 POSITIVE;Fiu A POSIT POSITIVE;RSV POSITIVE PASS PASS N/A
PO! 05X SARS-CoV-2 POSITIVE;Flu A PO! POSITIVE;RSV POSITIVE PASS PA /A
PO! 06+ SARS-CoV-2 POSITIVE;Flu A PO B POSITIVE;RSV POSITIVE PASS PA /A
PO! 07+ SARS-CoV-2 POSITIVE;Flu A PO! B POSITIVE;RSV POSITIVE PASS PA /A
PO! 08+ SARS-CoV-2 POSITIVE;Flu A PO B POSITIVE;RSV POSITIVE PASS PA /A
PO! 09+ SARS-CoV-2 POSITIVE;Fiu A POSIT B POSITIVE;RSV POSITIVE PASS PA A
PO! 10+ ARS-CoV-2 POSITIVE;Flu A POST POSITIVE;RSV POSITIVE PASS PA! N/A
POS 3 1 01x ARS-CoV-2 POSITIVE;Flu A POSIT| POSITIVE:RSV POSITIVE PASS PAS N/A
POS_3 1 02x ARS-CoV-2 POSITIVE;Flu A POSIT POSITIVE;RSV POSITIVE PASS PAS A
PO! 1.03x ARS-CoV-2 POSITIVE,Flu A POSIT POSITIVE:RSV POSITIVE PASS PAS A
PO! 1_04x ARS-CoV-2 POSITIVE Flu A POSIT POSITIVE:RSV POSITIVE PASS PAS A
PO! 1_05x ARS-CoV-2 POSITIV! PO! POSITIVE;RSV POSITIVE PASS PAS: A
POS_3_1_06+ SARS-CoV-2 POSITIVI POS B POSITIVE;RSV POSITIVE PASS PASS N/A
POS_3_1_07+ SARS-CoV-2 POSITIV POSIT B POSITIVE;RSV POSITIVE PASS PASS N/A
POS_3_1_08+ SARS-CoV-2 POSIT] POSIT B POSITIVE;RSV POSITIVE PASS PAS: N/A
POS_3_1_09+ SARS-CoV-2 POSITIVE;Flu A POSITI B POSITIVE;RSV POSITIVE PASS PAS! /A
POS 3 1 10+ SARS-CoV-2 POSITIVE,Flu A POSIT B POSITIVE;RSV POSITIVE PASS PA /A
POS 4 _1_01x SARS-CoV-2 POSITIVE,Flu A POSIT B POSITIVE;RSV POSITIVE PASS PA A
POS_4_1_02x SARS-CoV-2 POSITIVE,Flu A POSIT B POSITIVE;RSV POSITIVE PASS PAS A
POS 4 1 03x SARS-CoV-2 POSITIVE;Flu A PO B POSITIVE;RSV POSITIVE PASS PA A
POS 4 1 04x SARS-CoV-2 POSITIVE;Flu A PO: B POSITIVE;RSV POSITIVE PASS PA A
POS 4 1 05x SARS-CoV-2 POSITIVE;Flu A POSIT B POSITIVE;RSV POSITIVE PASS PA A
POS 4 1 06+ SARS-CoV-2 POSITIVE;Flu A POSIT] B POSITIVE;RSV POSITIVE PASS PA A
POS 4 1 07+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE:RSV POSITIVE PASS PA A
POS 4_1 08+ SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE:RSV POSITIVE PASS PA N/A
POS 4 1 09+ SARS-CoV-2 POSITIVE;Fiu A POSITIVE:Flu B POSITIVE;RSV POSITIVE PASS PA N/A
POS_4_1_10+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PA N/A
POS 5_1 01x SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE:RSV POSITIVE PASS PA N/A
POS 5_1_02x SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE:RSV POSITIVE PASS PA N/A
POS_5_1_03x SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE:RSV POSITIVE PASS PA N/A
POS _5_1_04x SARS-CoV-2 POSITIVE;Fiu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PA N/A
POS_5_1_05x SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE:RSV POSITIVE PASS PA NIA
PO! 1_06+ SARS-CoV-2 POSITIVEFlu A POSIT B POSITIVE;RSV POSITIVE PASS PASS N/A
PO! 07+ SARS-CoV-2 POSITIVE;Flu A POSIT B POSITIVE;RSV POSITIVE PASS PAS! NIA
PO! 08+ SARS-CoV-2 POSITIVE;Flu A POSIT B PO ;:RSV POSITIVE PASS PAS! N/A
PO: 09+ SARS-CoV-2 POSITIVE;Flu A POSIT PO ,RSV POSITIVE PASS PAS! N/A
PO! 10+ ARS-CoV-2 POSITIVE;Flu A POSIT PO ;RSV POSITIVE PASS PAS! NIA
PO! 01X ARS-CoV-2 POSITIVE;Flu A POS POS ;RSV POSITIVE PASS PAS:! A
PO! 02X ARS-CoV-2 POSITIVE Fiu A POSI POSI RSV POSITIVE PASS PA! A
PO:! 03X ARS-CoV-2 POSITIVE;Flu A POS| POS! POSITIVE PASS PA A
PO 04X ARS-CoV-2 POSITIVE;Flu A POSIT POSI POSITIVE PASS PA A
POS_6_1_05X SARS-CoV-2 POSITIVE;Flu A POSIT POS! POSITIVE PASS PA A
POS_6_1_06+ SARS-CoV-2 POSITIVEFlu A POSIT 3 POSITIVE;RSV POSITIVE PASS PA A
POS 6_1_07+ SARS-CoV-2 POSITIVE; T POSITIVE;RSV POSITIVE PASS PA A
POS 6_1_08+ SARS-CoV-2 POS| POSITIVE;RSV POSITIVE PASS PA A
POS_6_1_09+ SARS-CoV-2 POSIT] POSITIVE;RSV POSITIVE PASS PA A
POS 6_1_10+ SARS-CoV-2 POSIT I POSITIVE;RSV POSITIVE PASS PA A
POS_7_1_01x SARS-CoV-2 POSIT] T POSITIVE;RSV POSITIVE PASS PAS:! N/A
POS_7_1_02x SARS-CoV-2 POSITIVE 7 POSITIVE;RSV POSITIVE PASS PAS:! N/A
POS_7_1_03x SARS-CoV-2 POSITIVE;Flu A POSIT POSITIVE;RSV POSITIVE PASS PAS:! N/A
POS_7_1_04x SARS-CoV-2 POSITIVE;Flu A POSIT] B POSITIVE;RSV POSITIVE PASS PASS NIA
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B Part No.: XP3COV2/FLU/IRSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document Nunzfrr '?473‘7:
achmen!

Batch No.: 1001441536 Rev: K.2
Effective: 03/22/2024
. Cartridge No. (LSP): 60611 p.4of5
[Cartridge ID Result P Fallure check : i Pressure Check Comment (drop-down menu available}
PO: 05x ARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIV PASS PAS N/A
PO:! 06+ ARS-CoV-2 POSITIVE:Flu A POSITI POSITIVE;RSV POSITIVI PASS PAS: A
PO! 07+ ARS-CoV-2 POSITIVE:Flu A POSITI 3 POSITIVE;RSV POSITIV PASS PAS! A
PO: 08+ ARS-CoV-2 POSITIVE:Flu A POSI POSITIVE;RSV POSITIVI PASS PAS! A
POS, 09+ SARS-CoV-2 POSITIVE;:Flu A POS! POSITIVE;RSV POSITIVE PASS PAS N/A
POS_7_1_10+ SARS-CoV-2 POSITIVE;Flu A POSI B POSITIVE;RSV POSITIVE PASS PA! N/A
POS 8 101X SARS-CoV-2 POSITIVE;Flu A POS! B POSITIVE;RSV POSITIVE PASS PA! N/A
POS_8 1_02x SARS-CoV-2 POSITIVE;Flu A POS! B POSITIVE;RSV POSITIVE PASS PA! N/A
POS_8 1 _03x SARS-CoV-2 POSITIVE;Flu A POSI B POSITIVE;RSV POSITIVE PASS PA:! N/A
POS 8 1 04x SARS-CoV-2 POSITIVE;Flu A POSI B POSITIVE;RSV POSITIVE PASS PASS N/A
POS 8 1_05x SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PAS: N/A
PO: 1_06+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;:RSV POSITIVE PASS PAS: N/A
PO: 07+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;:RSV POSITIVE PASS PA! N/A
PO: 08+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PA! N/A
PO: 09+ SARS-CoV-2 POSITIVE:Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PA! N/A
PO:! 10+ SARS-CoV-2 POSITIVE:Flu A PO! u B POSITIVE;RSV POSITIVE PASS PA! N/A
PO: O1x SARS-CoV-2 POSITIVE;Flu A POS :Flu B POSITIVE;RSV POSITIVE PASS PA! N/A
PO: 02x SARS-CoV-2 POSITIVE;Flu A POSI ;Flu B POSIT! SV POSITIVE PASS PAS! A
PO: 03x ARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSIT V POSITIVE PASS PAS! A
POS_9 1 04x ARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSIT V POSITIVE PASS PAS: A
POS 9 1 05x ARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSIT! V POSITIVE PASS PAS: N/A
POS_9 1 _06+ ARS-CoV-2 POSITIVE;Flu A POSITIVE:FIu B POSIT] V POSITIVE PASS PAS N/A
POS_9 1 07+ ARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSIT V POSITIVE PASS PAS! N/A
POS 98 1 08+ ARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSIT V POSITIVE PASS PASS N/A
POS_9 1 09+ ARS-CoV-2 POSITIVE;Flu A POSITIVE:FIu B POSIT V POSITIVE PASS PASS N/A
PQOS 9 1_10+ MINOR VISUAL N/A Lid weld leak (ROBAL)
POS_10_1 01X ARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PAS N/A
POS_10_1_02X ARS-CoV-2 POSITIVE;Filu A POSITIVE;Flu B POSITIVE:RSV POSITIVE PASS PA! N/A
POS_10_1_03X ARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PA! N/A
POS_10_1_04X ARS-CoV-2 POSITIVE:Flu A POSITIVE;FIu B POSITIVE:RSV POSITIVI PASS PA! A
POS_10 5X ARS-CoV-2 POSITIVE:Flu A POSITIVE:Flu B PO! ;RSV POSITIVI PASS PA! A
POS_10_1_06+ ARS-CoV-2 POSITIVE:Flu A POSI PO RSV POSITIV PASS PA! A
POS_10_1_07+ SARS-CoV-2 POSITIVE;Flu A POS! PO SV POSITIV PASS PAS A
POS_10_1_08+ SARS-CoV-2 POSITIVE;Flu A POSI PO: SV POSITIV PASS PA! A
POS_10_1_09+ SARS-CoV-2 POSITIVE;Flu A POSI POSIT! SV POSITIVE PASS PASS N/A
POS_10_1_10+ SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE PASS PASS NIA
Replaced ana JTL B34 No. Of Replicates 0
Cartridge ID ] Resuit : Fallure check . N Pressure Chack Comment {drop-down menu available) j
N/A N/A N/A N/A A
N/A N/A N/A A A
/A N/A N/A A A
/A - IN/A N/A N/A ‘A
/A N/A N/A N/A A
| NIA N/A NiA NIA WA
| N/A /A N/A N/A N/A
| N/A /A N/A N/A NIA
‘ N/A 1A N/A N/A N/A
‘ N/A A N/A N/A NIA
NIA /A N/A N/A N/A
\ N/A 1A N/A N/A N/A
N/A A NIA N/A N/A
A N/A N/A N/A N/A
A N/A N/A N/A N/A
A N/A N/A N/A N/A
A N/A N/A N/A N/A
/A N/A N/A A A
N/A N/A NIA A /A
/A N/A N/A A /A
/A N/A N/A A A
/A N/A NIA A N/A
/A N/A N/A N/A N/A
N/A N/A N/A N/A N/A
N/A N/A NIA N/A N/A
N/A N/A NIA N/A N/A
A N/A N/A N/A N/A
/A N/A NIA N/A N/A
A N/A N/A N/A N/A
/A N/A NIA N/A N/A
A N/A N/A N/A N/A
A N/A N/A N/A . N/A
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Part No.: XP3COV2/FLURSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document N“";Ste” :473Z:
achmen

Batch No.: 1001441536 ’ Rev: K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.50f 5

Cartridge ID Result - 3 R 3 Failure check e Pressure Check . ____Comment {drop-down menu avaliable]

A A N/A A A
A A N/A A A
A A N/A A A
A A N/A A A
/A A N/A A N/A
/A A NIA A N/A
A N/A NIA N/A /A
/A N/A NIA 1A N/A
A N/A N/A A /A
/A N/A N/A NIA N/A
N/A N/A NIA N/A N/A
N/A N/A NIA N/A N/A
N/A N/A N/A N/A N/A
N/A N/A N/A N/A N/A
N/A N/A N/A N/A N/A
N/A N/A NIA NIA N/A
N/A N/A N/A N/A N/A
N/A N/A N/A NIA N/A
N/A N/A N/A N/A N/A
A N/A N/A NIA N/A
N/A N/A N/A N/A A
N/A N/A N/A N/A A
N/A N/A NIA N/A A
N/A N/A N/A A A
N/A N/A N/A A A
N/A NIA N/A A A
/A NIA N/A N/A N/A
/A N/A N/A N/A N/A
/A /A N/A N/A A
N/A /A NIA A N/A
N/A A N/A A A
N/A /A N/A A A
N/A N/A N/A N/A 1A
A N/A NIA N/A A
N/A A NIA N/A A
IA A N/A N/A N/A
A A NIA N/IA N/A
A A N/A N/A N/A
A A N/A N/A N/A
A A N/A N/A N/A
/A A N/A N/A N/A
/A A N/A N/A N/A
/A A N/A N/A N/A
1A /A N/A A A
N/A N/A N/A A A
N/A N/A NIA A A
N/A A N/A N/A A
N/A A N/A N/A N/A
/1A A N/A N/A N/A
/1A A N/A N/A N/A
/A A N/A N/A N/A
A A N/A A A
A A N/A A A
N/A N/A N/A A A
N/A N/A N/A A A
N/A N/A N/A A A
N/A /A NIA A A
IN/A /A N/A A A
A /A N/A A A
A /A NIA A A
A N/A N/A A N/A
A /A N/A N/A NIA
/A /A N/A N/A N/A
/A A N/A N/A N/A
A A N/A N/A N/A
/A A . N/A NIA N/A
/A A N/A N/A N/A
/A N/A NIA N/A N/A

Recorded By: g)‘rl, Date: Bl i 31 2&
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Part No.: XP3COV2/FLU/RSV-10

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus .

Document Number: D47377
Attachment 1

Batch No.: 1001441536 Rev: K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.1of5
Assay VI:;:‘:‘ sampie ID ca:’;‘; g8 R"“ﬁ;‘ Lot|  TestType '"“;"I;“m M;‘I’;le Vesr:]’:an Start Time Status Test Result Ab?::ny:e Usage Ta;get
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_01X 1810364149 60611 Negative Control 1 847921 753780 7 2024-08-12T16:23:34-0700 Done SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_02X 1810364147 60611 Negative Control 1 847921 874936 7 2024-08-12T16:23:09-0700 Done SARS-CoV-2 NEGATIVE;FIu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_03X 1810364141 60611 Negative Control 1 847921 739098 7 2024-08-12T16:22:42-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_04X 1810364145 60611 Negative Control 1 847921 892886 7 2024-08-12T16:22:15-0700 Done SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_05X 1810364143 60611 Negative Control 1 847921 210086045 7 2024-08-12T16:21:48-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_06+ 1810364146 60611 Negative Control 1 847821 667440 7 2024-08-12T16:21:24-0700 Done SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_07+ 1810364150 60611 Negative Control 1 847921 675318 7 2024-08-12T16:20:58-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_08+ 1810364142 60811 Negative Control 1 847921 750148 7 2024-08-12T16:20:32-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;FIu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_09+ 1810364148 60611 Negative Contro! 1 847921 882955 7 2024-08-12T716:20:06-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_0_0_10+ 1810364140 60611 Negative Control 1 847921 618383 7 2024-08-12T16:19:41-0700 Done SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP). 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377

Attachment 1
Rev: K.2

Effective: 03/22/2024

p.20of§5

Analyte Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycle | Analyte Target | Anatyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle ; Analyte Target| Analyte

Result Ct|EndPt it ct Prb Chk 1{Prb Chk 2| Prb Chk 3 Result Helght s Name Usage P Result Ct|EndPt Fit ot Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Height s Name Usage & Resuit Ct
NEG 0 -1 NA -9999 320 319 319 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -9999 203 192 192 PASS 0 45 FluA2 Target 3 NEG 0
NEG 0 0 NA -9999 332 332 330 PASS 0 45 FluA1 Target 2 NEG 0 0 NA -9999 194 182 181 PASS 0 45 FlIuA2 Target 3 NEG 0
NEG 0 2 NA -9999 341 341 340 PASS 0 45 FluA 1 Target 2 NEG 0 2 NA -9999 193 183 183 PASS 0 45 FluA2 Target 3 NEG 0
NEG 0 2 NA -9999 336 336 336 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -9999 206 194 194 PASS 0 45 FluA2 Target 3 NEG 0
NEG 0 2 NA -9999 290 291 290 PASS 0 45 FluA1 Target 2 NEG 0 2 NA -9999 202 183 193 PASS 0 45 FluA2 Target 3 NEG 0
NEG 0 2 NA -9999 331 332 332 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -9998 208 197 197 PASS [} 45 FluA2 Target 3 NEG 0
NEG 0 3 NA -9999 325 325 324 PASS 0 45 FluA1 Target 2 NEG 0 2 NA -9999 192 183 183 PASS [} 45 FluA2 Target 3 NEG o}
NEG 0 1 NA -9999 387 388 387 PASS [¢] 45 FluA1  Target 2 NEG 0 2 NA -9999 206 196 195 PASS [} 45 FluA2 Target 3 NEG 0
NEG 0 1 NA -9999 291 290 289 PASS o 45 FluA1  Target 2 NEG 0 0 NA -9999 172 164 163 PASS 0 45 FlUA2 Target 3 NEG 0
NEG 0 0 NA -9999 222 222 222 PASS 0 45 FluA1  Target 2 NEG 0 0 NA -9999 145 138 137 PASS 0 45 FuA2 Target 3 NEG 0
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Part No.: XP3COV2/FLU/RSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FI/RSV plus Document Nu";\l:frr 547317:
achment
Batch No.: 1001441536 Rev: K.2
Effective: 03/22/12024
Cartridge No. (LSP): 60611 p.3of5
Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycle [ Analyte Target | Analyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Analyte
‘EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Height A Name Usage # Result Ct|EndPt Eit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Height s Name Usage| Target # Result Ct|EndPt
0 NA -9999 99 98 98 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 226 219 219 PASS 0 45 RSV Target 5 NEG 0 -1
1 NA -9999 105 103 103 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 184 178 176 PASS 0 45 RSV Target 5 NEG 0 -3
1 NA -9999 102 100 100 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 182 177 177 PASS 0 45 RSV Target 5 NEG 0 -1
0 NA -9999 96 95 95 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 191 185 185 PASS 1] 45 RSV Target 5 NEG 0 -1
1 NA -9999 91 90 90 PASS [} 45 FluB Target 4 NEG 0 2 NA -9999 178 174 174 PASS 0 45 RSV Target 5 NEG 0 -1
1 NA -9999 112 110 110 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 203 197 196 PASS 0 45 RSV Target 5 NEG [} -1
2 NA -9999 96 95 95 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 194 189 189 PASS 0 45 RSV Target 5 NEG 0 -1
1 NA -9999 113 111 111 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 216 210 210 PASS o] 45 RSV Target 5 NEG 0 0
0 NA -9999 90 89 89 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 206 199 199 PASS o 45 RSV Target 5 NEG [} -1
0 NA -9999 77 76 75 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 140 136 136 PASS 0 45 RSV Target 5 NEG 0 -2
User of printed copy is responsible for using current revision and di: ing expired or
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Part No.: XP3COV2/FLU/RSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document Nu":;tefr 547317:
N achmen!

Batch No.: 1001441536 Rev:K.2
Effective: 03/22/2024
Cartridge No. (LSP): 60611 . p.40of5

V| Wg—

188 PASS
NA -9999 211 201 201 PASS
NA -9999 191 184 184 PASS
NA -9999 212 204 203 PASS
NA -9999 213 207 207 PASS
NA -9999 213 205 205 PASS
NA -9999 218 212 212 PASS
NA <9999 224 216 215 PASS
NA -9999 210 202 202 PASS
NA -9999 135 129 129 PASS

A
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377

Attachment 1
Rev:K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.50f5
izms Deriv Peak Analyte Analyte Target | Prb Chk | Prb chk | Prb cnk | PToPe I:;I::v Analyte Prb Chk| Prb Chk | Prb chk | P7°P% | Max | Min Patlent | Quantitati| Quantitati "Me"Pret
| Height Cyeles| yame Usage| Target # Result Gt | EndPt) Curve Fit Deita Ct 1 2 3 :heck Peak Cycles Name Usage 1 2 3 Check Pressure | Pressure Error ID | ve Value | ve Unit ation User
esult Hel Result Flag

0 45 SPC SPC 12345 PASS 276 225 NA -9999 83 82 81 PASS 0 45 QC1 Probe 234 214 214 PASS 72 -13.6 Sherween Ramones
0 45SPC  SPC  1,234,5 PASS  27.7 205 NA -9999 93 91 91 PASS 0 45 QCt Probe 199 178 178 PASS 61.1 -19 Sherween Ramones
0 45 SPC  SPC 12345 PASS 277 216 NA -9999 75 74 74 PASS 0 45 QC1 Probe 204 184 184 PASS 54.6 -16.1 Sherween Ramones
0 45SPC  SPC 12345 PASS 274 217 NA -9999 87 85 85 PASS 0 45 QC1 Probe 211 193 193 PASS 64.7 76 Sherween Ramones
0 45SPC  SPC 12345 PASS 274 233 NA -9999 77 76 76 PASS 0 45 QC1 Probe 209 188 188 PASS 59.2 -14.4 Sherween Ramones
0 45SPC  SPC 12345 PASS 275 223 NA -9999 100 98 98 PASS 0 45 QCH Probe 236 207 207 PASS 62.4 -14.8 Sherween Ramones
0 45 SPC  SPC 12345 PASS 275 222 NA -9999 81 80 81 PASS 0 45 Qc1 Probe 212 193 193 PASS 59.8 -15.6 Sherween Ramones
] 45SPC  SPC 12345 PASS 273 228 NA -9999 90 89 89 PASS 0 45 QC1 Probe 247 220 220 PASS 52.2 -10.3 Sherween Ramones
0 45SPC  SPC 1234,5 PASS 281 197 NA -9999 83 82 82 PASS 0 45 QC1 Probe 213 189 189 PASS 58.7 -17.3 Sherween Ramones
0 458SPC  SPC 12345 PASS 274 222 NA -9999 68 67 67 PASS 0 45 Qct Probe 163 145 145 PASS 56.2 -11.9 Sherween Ramones
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Part No.: XP3COV2/FLU/RSV-10 Product QG Testing Worksheet-Xpress SARS-CoV-2/FIL/RSV plus Document NU"AT” 547317:
achmen

Batch No.: 1001441536 Rev:K.2
Effective: 03/22/2024
Cartridge No. (LSP). 60611 p.10of 12

Assay ooy | sampleip | Prdge Reagentlotl  restrype  [\nstmument) Moduia | Wl ‘Start Time status Test Result Pvante. |usage| Torget
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_01X 1810366873 60611 Negative Control 1 847921 210039678 7 2024-08-12T19:34:15-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_02X 1810365365 60611 Negative Control 1 847921 210080768 7 2024-08-12T19:33:51-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVEFlu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_03X 1810365093 60611 Negative Control 1 847921 777916 7 2024-08-12T19:33:26-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_D_04X 1810366553 60611 Negative Control 1 847921 210086045 7 2024-08-12T719:33.01-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_05X 1810364651 60611 Negative Control 1 847921 667440 7 2024-08-12T719:32:36-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_06+ 1810365366 60611 Negative Control 1 847921 675318 7 2024-08-12T19:32:11-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_07+ 1810366870 60611 Negative Control 1 847921 750148 7 2024-08-12719:31:45-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_08+ 1810364970 60611 Negative Control 1 847921 882055 7 2024-08-12719:31:20-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_1_0_09+ 1810366580 60611 Negative Control 1 847921 618383 7 2024-08-12T19:30:55-0700 Done  SARS-CoV-2 NEGATIVEFlu A NEGATIVE;Flu B NEGATIVE:RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_1_0_10+ 1810364720 60611 Negative Control 1 847921 220001256 7 2024-08-12T719:57:57-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_01X 1810368267 60611 Negative Control 1 847921 753057 7 2024-08-12721:33:10-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_02X 1810367185 60611 Negative Control 1 847921 773451 7 2024-08-12721:32:43-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_03X 1810368897 60611 Negative Control 1 847921 656353 7 2024-08-12721:32:18-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_04X 1810367045 60611 Negative Control 1 847921 868067 7 2024-08-12721:31:51-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_05X 1810368599 60611 Negative Control 1 847921 210086045 7 2024-08-12721:31:24-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2 0_06+ 18103674590 60611 Negative Control 1 847921 667440 7 2024-08-12721:31:00-0700 Done  SARS-CoV-2 NEGATIVE Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_07+ 1810368664 60611 Negative Control 1 847921 675318 7 2024-08-12721:30:36-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_08+ 1810367070 60611 Negative Control 1 847921 750148 7 2024-08-12T21:30:10-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_09+ 1810367228 60611 Negative Contro! 1 847921 882955 7 2024-08-12721:29:45-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_2_0_10+ 1810368356 60611 Negative Control 1 847921 618383 7 2024-08-12721:29:20-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_01x 1810371595 60611 Negative Control 1 847921 753780 7 2024-08-13T00:34:38-0700 Aborted ERROR SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3 0_02x 1810371961 60611 Negative Control 1 847921 874936 7 2024-08-13700:34:11-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu 8 NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3 0_03x 1810369847 60611 Negative Control 1 847921 739098 7 2024-08-13700:33:45-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_04x 1810370123 60611 Negative Control 1 847921 892886 7 2024-08-13T700:33:18-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_05x 1810371335 60611 Negative Control 1 847921 210086045 7 2024-08-13T00:32:53-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_06+ 1810371670 60611 Negative Control 1 847921 667440 7 2024-08-13T00:32:29-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_07+ 1810370006 60611 Negative Controf 1 847921 675318 7 2024-08-13T00:32:03-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_| 08+ 1810369936 60611 Negative Control 1 847921 750148 7 2024-08-13T00:31:37-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Fiu_RSV plus 2 NEG_3_0_09+ 1810371358 80611 Negative Control 1 847921 882955 7 2024-08-13T00:31:10-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_3_0_10+ 1810371954 60611 Negative Cantrol 1 847921 618383 7 2024-08-13T00: 5-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_01x 1810372713 60611 Negative Control 1 847921 875521 7 2024-08-13703:17:34-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_4_0_02x 1810372891 60611 Negative Control 1 847921 210034012 7 2024-08-13T03:17:08-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_03x 1810374231 60611 Negative Contro| 1 847921 2100086976 7 2024-08-13703:16:44-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_04x 1810373351 60611 Negative Control 1 847921 210028896 7 2024-08-13T03:16:18-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_05x 1810374483 60611 Negative Contro} 1 847921 210086045 7 2024-08-13T03:15:52-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_06+ 1810372880 60611 Negative Controt 1 847921 667440 7 2024-08-13T03:15:27-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_07+ 1810372716 60611 Negative Control 1 847921 675318 7 2024-08-13T03:15:02-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_08+ 1810374738 80611 Negative Control 1 847921 750148 7 2024-08-13T03:14:36-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_09+ 1810374056 60611 Negative Control 1 847921 882955 7 2024-08-13703:14:11-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_4_0_10+ 1810374494 60611 Negative Control 1 847921 618383 7 2024-08-13T703:13:45-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_01x 1810433191 60611 Negative Control 1 847921 777916 7 2024-08-13T06: 8-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVEFlu B NEGATIVE.RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_02x 1810377817 60611 Negative Control 1 847921 875521 7 2024-08-13705:54:23-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Fiu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_03x 1810376765 60611 Negative Control 1 847921 210034012 7 2024-08-13705:53:58-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_04x 1810376435 60611 Negative Control 1 847821 210006976 7 2024-08-13T05: 2-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVEFlu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_05x 1810377961 60611 Negative Control 1 847921 210028896 7 2024-08-13T05:53:06-0700 Done  SARS-CoV-2 NEGATIVE;FIu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_06+ 1810376112 60611 Negative Control 1 847921 210040269 7 2024-08-13T05: 0-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVEFlu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_07+ 1810433192 60611 Negative Control 1 847921 753057 7 2024-08-13T05: 3-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE,RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_08+ 1810377910 60611 Negative Contro! 1 847921 773451 7 2024-08-13T05:51:45-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_09+ 1810376772 60611 Negative Controt 1 847921 656353 7 2024-08-13705:51:18-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_5_0_10+ 1810376370 60611 Negative Control 1 847921 868067 7 2024-08-13T05:50:53-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_01X 1810434181 60611 Negative Control 1 847921 868067 7 2024-08-13T08:30:59-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_02X 1810434535 80611 Negative Control 1 847921 220001256 7 2024-08-13T08:30:34-0700 Done  SARS-CoV-2 NEGATIVE;FIu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_03X 1810435471 60611 Negative Control 1 847921 210067909 7 2024-08-13T08:30:06-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_04X 1810435989 80611 Negative Control 1 847921 655785 7 2024-08-13708:29:40-0700 Done  SARS-CoV-2 NEGATIVE;FIu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_05X 1810435769 60611 Negative Control 1 847921 805718 7 2024-08-13708:29:16-0700 Done  SARS-CoV-2 NEGATIVE;FIu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_86_0_06+ 1810435476 60611 Negative Control 1 847921 912742 7 2024-08-13708:28:52-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_07+ 1810435994 60611 Negative Control 1 847921 753780 7 2024-08-13708:28:27-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_08+ 1810434542 60811 Negative Control 1 847921 874936 7 2024-08-13708:28:01-0700 Done  SARS-CoV-2 NEGATIVEFlu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_09+ 1810434194 60611 Negative Contro! 1 847921 739098 7 2024-08-13708:27:34-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_6_0_10+ 18104358086 60611 Negative Control 1 847921 892886 7 2024-08-13T08:27.08-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_7_0_01x 18104363489 60611 Negative Control 1 847921 210040269 7 2024-08-13T11:17:58-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_02x 1810438291 80611 Negative Control 1 847921 753057 7 2024-08-13T11:17:30-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_03x 1810437575 60611 Negative Control 1 847921 773451 7 2024-08-13T711:17.03-0700 Done  SARS-CoV-2 NEGATIVE;FIu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_04x 1810437319 606811 Negative Control 1 847921 656353 7 2024-08-13T11:16:37-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_05x 1810436143 60611 Negative Caontrol 1 847921 210086045 7 2024-08-13T11:16:11-0700 Done  SARS-CoV-2 NEGATIVE:FIu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_06+ 1810436350 60611 Negative Control 1 847921 667440 7 2024-08-13T11:15:46-0700 Done  SARS-CoV-2 NEGATIVE:Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_07+ 1810438222 60611 Negative Contro! 1 847921 675318 7 2024-08-13711:15:22-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_08+ 1810437262 60611 Negative Contro! 1 847921 750148 7 2024-08-13T11:14:57-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
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Part Ne.: XP3COV2/FLU/RSV-10

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIU/RSV plus

Document Number: D47377
Attachment 1

Batch No.: 1001441536 Rev: K.2
Effective: 03/22/2024
Cartridge No. (LSP): 60611 p.20f12
Assay Cartridge | Reagent Lot Instrument| Module sw Analyte Target
Assay Version Sample ID SIN D Test Type SIN SIN Version Start Time Status Test Result Name Usage P
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_09+ 1810437576 60611 Negative Control 1 847921 882855 7 2024-08-13T11:14:30-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE:Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_7_0_10+ 1810436012 60611 Negative Control 1 847921 618383 7 2024-08-13T11:14:05-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8 0_01x 1810439173 60611 Negative Control 1 847921 912742 7 2024-08-13T13:21:19-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_02x 1810457217 60611 Negative Control 1 847921 753780 7 2024-08-13T13:20:54-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_03x 1810439023 60611 Negative Control 1 847921 874936 7 2024-08-13T13:20:29-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Fiu_RSV plus 2 NEG_8_0_04x 1810456685 60611 Negative Control 1 847921 738098 7 2024-08-13T13:20:02-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_05x 1810439551 60611 Negative Control 1 847921 210086045 7 2024-08-13T13:19:37-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVEFlu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_06+ 1810457612 60611 Negative Control 1 847921 667440 7 2024-08-13T13:19:11-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVEFlu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_07+ 1810457880 60611 Negative Control 1 847921 675318 7 2024-08-13T13:18:47-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_08+ 1810456414 60611 Negative Control 1 847921 750148 7 2024-08-13T13:18:21-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_09+ 1810439800 60611 Negative Control 1 847921 882955 7 2024-08-13T13:17:55-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_10+ 1810457220 60611 Negative Control 1 847921 618383 7 2024-08-13T13:17:30-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_9_0 01x 1810459195 60611 Negative Control 1 847921 753780 7 2024-08-13T16:42:41-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_9_0_02x 1810460571 60611 Negative Control 1 847921 874936 7 2024-08-13T16:42:16-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_S8_0_03x 1810460435 60611 Negative Control 1 847921 739098 7 2024-08-13T16: 0-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_9_0_04x 1810458889 60611 Negative Control 1 847921 892886 7 2024-08-13T16:41: Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_9_0_05x 1810458031 60611 Negative Control 1 847921 911208 7 2024-08-13T16:40:58-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_9_0_06+ 1810460538 60611 Negative Control 1 847921 908555 7 2024-08-13T16: 2-0700 Done  SARS-CoV-2 NEGATIVE;Fiu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_9_0_07+ 1810460198 60611 Negative Control 1 847921 210039678 7 2024-08-13T16: 7-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_9_0_08+ 1810458884 60611 Negative Control 1 847921 210080768 7 2024-08-13T16: 2-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_09+ 1810460696 60611 Negative Control 1 847921 777916 7 2024-08-13T16: 6-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_8_0_10+ 1810458006 80611 Negative Control 1 847921 875521 7 2024-08-13T16:38:50-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_01X 1810463551 60611 Negative Controf 1 847921 210067909 7 2024-08-13T18: 8-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_02X 1810462419 60611 Negative Controi 1 847921 655785 7 2024-08-13T18: 1-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_10_0_03X 1810463535 60611 Negative Control 1 847921 805718 7 2024-08-13T718:34:25-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_04X 1810461689 60611 Negative Controf 1 847921 912742 7 2024-08-13T18: Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_10_0_05X 1810462021 60611 Negative Control 1 847921 210086045 7 2024-08-13T18: Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_10_0_06+ 1810462318 60611 Negative Contro! 1 847921 667440 7 2024-08-13T18:33:10-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE:RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_07+ 1810463552 60611 Negative Control 1 847921 675318 7 2024-08-13T18: Done  SARS-CoV-2 NEGATIVE Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_08+ 1810463546 60611 Negative Control 1 847921 750148 7 2024-08-13T18: Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_Flu_RSV plus 2 NEG_10_0_09+ 1810462106 60611 Negative Control 1 847921 882955 7 2024-08-13T18:31:53-0700 Done  SARS-CoV-2 NEGATIVE;Flu A NEGATIVE;FIu B NEGATIVE:RSV NEGATIVE SARS-CoV-2 Target 1
Xpress SARS-CoV-2_FIu_RSV plus 2 NEG_10_0_10+ 1810461004 60611 Negative Contro! 1 847921 618383 7 2024-08-13T18:31:29-0700 Done  SARS-CoV-2 NEGATIVE:Flu A NEGATIVE;Flu B NEGATIVE;RSV NEGATIVE SARS-CoV-2 Target 1
Enter Resample Data Below: NA
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Part No.: XP3COV2/FLURSV-10

Batch No.: 1001441536

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377
Aftachment 1

Rev: K.2
Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.30f 12
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NEG T ZNA 5599 303 304 303 PASS O 45 FmAT Tamel 2 NEG 51 NA 5558 78 70 169 PASS 0 45 FuAD Taget 3
NEG 0 ONA -9999 321 321 321 PASS 0  45FUA1 Taget 2 NEG 0 ONA -9999 208 195 195 PASS 0 45FUA2 Targst 3
NEG 0 3nNA -9998 277 278 277 PASS 0  45FuA1 Taget 2 NEG 0 2NA -9999 179 170 170 PASS 0 45FlUA2 Targel 3
NEG 0 1NA -9999 254 254 253 PASS 0  45FuA1 Tamget 2 NEG 0 1NA -9999 184 175 175 PASS 0  45FA2 Target 3
NEG 0 2NA -9999 313 314 313 PASS 0 45FLA1 Target 2 NEG 0 1NA -6999 202 190 190 PASS 0 45FWA2 Target 3
NEG 0 1NA -9099 322 322 322 PASS 0 45FA1 Target 2 NEG o 1NA .0699 188 179 179 PASS 0 45 FluA2 Target 3
NEG 0 3NA -9999 391 304 395 PASS 0 45FWA1 Target 2 NEG 0 2NA -9999 203 192 192 PASS 0 45FuA2 Taget 3
NEG 0 2NA -9999 305 304 304 PASS 0 d5FuA1 Target 2 NEG 0 1NA -9999 177 167 166 PASS 0 45FA2 Target 3
NEG 0 2NA -9909 315 315 315 PASS 0 45FuA1 Taget 2 NEG 0 1NA -9999 197 187 187 PASS 0 45FuA2 Target 3
NEG 0 1NA -9999 283 282 282 PASS 0 45FA1 Target 2 NEG 0 1NA -9999 204 192 192 PASS 0 45FuAZ Tagel 3
NEG 0 1NA -9999 384 382 382 PASS 0 45FLAT Target 2 NEG 0 1NA -9999 223 210 210 PASS 0  45FAZ Taget 3
NEG 0 oNA -9999 337 336 335 PASS 0  45FwA1 Taget 2 NEG 0 1NA -9999 191 181 180 PASS 0 45FuA2 Target 3
NEG 0 1NA 9999 252 253 252 PASS 0 45FuA1 Taget 2 NEG 0 1NA -9989 163 154 154 PASS 0 45FuA2 Target 3
NEG 0 2NA -9999 304 393 392 PASS 0 45FUA1 Taget 2 NEG 0 1NA -9989 193 182 182 PASS 0  45FIUA2 Target 3
NEG 0 2 NA -9999 247 247 246 PASS 0 45 FluA1 Target 2 NEG 0 2 NA -9999 186 176 176 PASS 0 45 FluA2 Target 3
NEG 0 2NA -9999 311 312 311 PASS 0  45FA1 Target 2 NEG 0 2NA -9999 199 188 188 PASS 0 45FA2 Targst 3
NEG 0 3NA -9999 324 324 323 PASS 0 45 FlLA1 Target 2 NEG 0 1NA -9999 191 182 181 PASS 0 45FWA2 Target 3
NEG 0 ONA -9899 358 359 359 PASS O  45FwA1 Taget 2 NEG 0 1NA -9909 200 189 189 PASS 0 45FuA2 Target 3
NEG 0 2NA -9899 311 310 309 PASS 0  45FWA1 Taget 2 NEG 6 1NA -9999 182 173 173 PASS 0 45FuUA2 Taget 3
NEG 0 2NA -9999 319 319 318 PASS 0 45FUA1 Taget 2 NEG 0 INA -9999 198 187 187 PASS 0 45FuA2 Target 3
NORESULT 0  ONA -9999 0 0 0 NA 0 OFLA1 Target 2NORESULT 0  ONA -9999 0 0 0 NA 0 OFuA2 Target 3
NEG 0 tINA -9999 332 332 331 PASS 0  45FILAT Target 2 NEG 0  oNA -9999 196 183 183 PASS 0 45FuA2 Target 3
NEG 0 1NA -9999 266 265 264 PASS 0 45FWA1 Target 2 NEG 0 2NA -9999 189 179 178 PASS 0 45FUA2 Target 3
NEG o 1NA 9989 343 343 343 PASS O  45FuA1 Taget 2 NEG 0 1NA -9899 204 182 192 PASS 0 45FUA2 Target 3
NEG 0 2NA -9999 242 243 243 PASS 0 45FA1 Taget 2 NEG 0 2NA -9899 181 172 172 PASS 0 45FAZ Targel 3
NEG 0 2NA -9989 316 318 316 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9809 209 197 197 PASS 0  45FuA2 Targel 3
NEG 0 2NA -9999 248 248 247 PASS 0 45 FluA1 Target 2 NEG 0 1NA -9999 154 145 145 PASS 0  45FLA2 Target 3
NEG 0 2NA -9999 344 345 344 PASS 0 45FuA1 Target 2 NEG 0 1NA -9999 189 178 178 PASS 0  45FlUA2 Target 3
NEG 0 1NA -9999 302 301 300 PASS 0 45FuA1 Taget 2 NEG 0 1NA -9999 176 166 166 PASS 0 45FUA2 Target 3
NEG 0 2NA -9999 316 317 316 PASS 0 45FILAT Target 2 NEG o 1NA -9999 196 185 184 PASS 0 45FA2 Target 3
NEG 0 2NA -8999 331 331 331 PASS 0  45FuA1 Taget 2 NEG 0 2NA -9999 225 210 210 PASS 0 45FuA2 Taget 3
NEG 0 1NA -9999 208 207 296 PASS 0 45FlA1 Taget 2 NEG 0 1NA -5999 103 181 181 PASS 0 45FuA2 Target 3
NEG 0 1NA -9999 342 342 341 PASS 0 45FA1 Taget 2 NEG 0 1NA ~9999 204 194 194 PASS 0 45FuA2 Target 3
NEG 0 2NA -9999 337 337 336 PASS 0 45 FuA1 Taget 2 NEG 0 1NA -0999 189 177 176 PASS 0 45FuA2 Target 3
NEG 0 1NA -9999 258 258 257 PASS 0 45FUA1 Target 2 NEG 0 1nNA -9999 187 177 177 PASS 0 45FUA2 Target 3
NEG 0 2NA -9999 301 301 301 PASS 0 45FA1 Target 2 NEG 0 1NA -9999 204 192 192 PASS 0  45FAZ Taget 3
NEG 0 2NA 9999 328 328 328 PASS 0 45 FuA1 Taget 2 NEG 0 1NA -6999 192 183 182 PASS 0  45FA2 Target 3
NEG 0 1NA -9999 a73 374 374 PASS 0 45 FuA1 Taget 2 NEG 0 1NA -9999 194 184 184 PASS 0 45FA2 Target 3
NEG 0 1NA -9999 200 298 208 PASS 0 45 FluA1 Target 2 NEG 0 1NA -9999 179 169 169 PASS 0  45FA2 Target 3
NEG 0 2NA -9999 324 324 323 PASS 0 45FlLA1 Target 2 NEG 0 1NA -9999 206 193 193 PASS 0  45FA2 Targst 3
NEG 0 3NA 9999 301 302 301 PASS 0 45FA1 Target 2 NEG 0 2NA -9999 198 188 188 PASS 0 45FUA2 Target 3
NEG 0 1NA -9999 296 208 295 PASS 0 45 FuA1 Taget 2 NEG 0 2NA -9999 214 199 199 PASS 0 45FA2 Target 3
NEG 0 1NA -9999 306 305 305 PASS 0 d45FuA1 Target 2 NEG 0 1NA -9969 200 189 189 PASS 0  45FWAZ2 Target 3
NEG 0 1NA -9999 299 208 208 PASS 0 45FA1 Target 2 NEG 0 1NA -9999 189 178 179 PASS 0 45FuA2 Target 3
NEG 0 2NA -9999 308 305 304 PASS 0 45FA1 Target 2 NEG o 1NA -9999 178 168 168 PASS 0 d5FAZ Taget 3
NEG 0 2NA -9999 a2 371 370 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9999 211 197 196 PASS 0 45FuUA2 Target 3
NEG 0 1NA -9999 377 375 375 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9999 217 204 204 PASS 0 45FUA2 Target 3
NEG 0 1NA -9999 333 332 332 PASS O 45 FuwA1 Taget 2 NEG 0 1NA -9999 191 180 180 PASS 0  45FA2 Target 3
NEG 0 2NA -9999 268 270 269 PASS 0 45FuA1 Taget 2 NEG 0 1NA -9999 171 162 162 PASS 0 45FuA2 Taget 3
NEG o 2NA -9999 373 a73 371 PASS 0 45FlUA1 Target 2 NEG 0 oNA -9999 192 180 180 PASS 0  45FA2 Target 3
NEG 0 1NA -9999 356 355 354 PASS 0 45 FluA1 Target 2 NEG 0  ONA -9999 178 169 168 PASS 0  45FuA2Z Taget 3
NEG 0 2NA -9999 305 305 304 PASS D 45FAT Target 2 NEG 0 1NA -8999 218 205 205 PASS 0 45FA2 Target 3
NEG 0 2NA -9899 270 270 269 PASS 0  45FuA1 Taget 2 NEG 0 2NA -9999 201 190 190 PASS 0  45FA2 Target 3
NEG 0 2NA -9899 362 363 363 PASS 0  45FA1 Taget 2 NEG 0 2NA -9999 227 214 213 PASS 0 45 FuA2 Target 3
NEG 0  2NA -9999 300 310 310 PASS 0 45 FwA1 Taget 2 NEG 0 1NA -9999 197 188 188 PASS 0  45FUAZ Target 3
NEG 0 2NA -9999 333 333 333 PASS 0 45 FluA1 Target 2 NEG 0 1NA -9999 218 205 204 PASS 0 45FWA2 Taget 3
NEG 0 ONA -9999 351 350 350 PASS 0 45 FuA1 Target 2 NEG 0 1NA -9999 245 232 232 PASS 0  45FUA2 Target 3
NEG 0 2NA -9999 334 335 333 PASS 0 45FluA1 Target 2 NEG 0 1NA -5999 102 179 170 PASS 0  45FUAZ Target 3
NEG 0 2NA -9999 328 326 325 PASS 0  45FuAT1 Taget 2 NEG 0 1NA -9999 187 177 177 PASS 0 45FA2 Target 3
NEG 0 2NA -9999 339 340 339 PASS 0  45FuA1 Taget 2 NEG 0 2NA -9999 208 193 193 PASS 0 45FuA2 Taget 3
NEG 0 1NA -9999 a74 374 373 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9999 207 194 194 PASS 0 45FuAZ Taget 3
NEG 0 2NA -9909 400 399 398 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9999 219 207 207 PASS 0 45FUA2 Taget 3
NEG 0 1NA -9999 324 323 322 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9899 180 170 170 PASS 0 45 FlUA2 Target 3
NEG 0 2NA -9999 287 288 288 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9899 181 172 172 PASS 0  45FuA2 Target 3
NEG 0 2NA -9999 254 254 254 PASS 0 45FuA1 Target 2 NEG 0 2NA -6999 179 17 171 PASS 0 45FuA2 Target 3
NEG 0 3INA -9899 207 208 297 PASS 0 45 FluA1 Target 2 NEG 0 2NA -9999 189 179 179 PASS 0  45FUA2 Tagel 3
NEG o 2NA _9000 306 306 305 PASS 0  45FuA1 Taget 2 NEG 0 1NA -9908 180 172 171 PASS 0 45FuA2 Taget 3
NEG 0 oNA -9999 375 375 376 PASS 0 45 FwA1 Taget 2 NEG 0 1NA -9999 196 187 187 PASS 0 45FUA2 Target 3
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Part No.: XP3COV2/FLU/RSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document N‘-”:\T” :473(7:
lachmen

Batch No.: 1001441536 Rev: K.2
Effective: 03/22/2024
Cartridge No. (LSP): 60611 p.4of12
Analyte Curve | TargetDelfa Probe Check | 2nd Derlv Peak | Cycle | Analyte Target| Anaiyte Curve | Target Deita |, Probe Check | 2nd Deriv Peak | Cycle | Analyte Target]
Result GtjEndPt Fit ot Prb Chk 1| Prb Chk 2{ Prb Chk 3 Result Helght s Name Usage # Result CtiEndPt Fit ct Prb Chk1{Prb Chk 2| PrbChk 3 Result Height s Name Usage #
NEG 0 1 NA -9999 286 285 285 PASS 0 45 FIUA1 Target 2 NEG 0 0 NA -9999 169 161 161 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9989 312 312 312 PASS 0 45 FluA1 Target 2 NEG 0 0 NA -9999 205 195 194 PASS 0 45 FluA2 Target 3
NEG 0 3 NA -9999 370 370 370 PASS 0 45 FluA1 Target 2 NEG 0 2 NA -9999 210 199 199 PASS 0 45 FluA2 Target 3
NEG 0 0 NA -9999 317 317 317 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -99989 201 180 180 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 332 333 332 PASS 0 45 FluA 1 Target 2 NEG 0 0 NA -9999 184 172 172 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9999 229 229 228 PASS 0  45FuA1 Target 2 NEG 0 1 NA -9999 131 127 127 PASS 0 45 FIUA2 Target 3
NEG 0 2 NA -9999 264 266 265 PASS 0 45 FluA 1  Target 2 NEG 0 2 NA -9999 184 175 176 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 309 310 309 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -9999 192 181 181 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9999 301 301 301 PASS 0 45 FluA 1  Target 2 NEG 0 1 NA -9999 183 173 173 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9999 382 382 382 PASS 0 45 FluA 1  Target 2 NEG 0 1 NA -9999 203 193 193 PASS 0 45 FluA2 Target 3
NEG 0 0 NA -9999 218 216 216 PASS 0 45 FluA1 Target 2 NEG 0 0 NA -9999 136 129 129 PASS [} 45 FluA2 Target 3
NEG 0 1 NA -9999 315 315 315 PASS 0 45 FluA 1 Target 2 NEG 0 0 NA -9999 194 184 184 PASS [ 45 FIuA2 Target 3
NEG 0 0 NA -9999 308 308 308 PASS 0 45 FluA 1 Target 2 NEG 0 1 NA -9999 187 177 177 PASS [} 45 FluA2 Target 3
NEG 0 1 NA -9999 266 266 265 PASS 0 45 FluA 1 Target 2 NEG 0 1 NA -8999 160 149 149 PASS ] 45 FluA2 Target 3
NEG 0 1 NA -9999 292 291 290 PASS 0 45 FluA 1 Target 2 NEG 0 1 NA -9999 182 173 173 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 315 315 315 PASS 0 45 FluA 1 Target 2 NEG 1] 2 NA -9999 187 178 178 PASS 0 45 FluA2 Target 3
NEG 0 0 NA -9999 384 383 382 PASS 0 45 FluAt  Target 2 NEG 4] 1 NA -8999 218 206 205 PASS 0 45 FluA2 Target 3
NEG 0 3 NA -9999 340 340 340 PASS ] 45 FluA 't Target 2 NEG 0 1 NA -9999 193 184 184 PASS 0 45 FluA2 Target 3
NEG 0 3 NA -9999 298 208 297 PASS ] 45 FluA 1 Target 2 NEG 0 1 NA -9999 176 168 168 PASS 0 45 FluA2 Target 3
NEG 0 0 NA -9999 303 303 303 PASS 0 45 FluA1  Target 2 NEG 0 1 NA -9999 201 190 190 PASS 0 45 FluA2 Target 3
NEG 0 10 NA -9999 218 219 218 PASS ] 45 FluA 1 Target 2 NEG 4] 1 NA -9999 147 141 141 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9999 306 305 305 PASS [} 45 FluA 1 Target 2 NEG 0 1 NA -9999 219 204 204 PASS 0 45 FluA2 Target 3
NEG 0 0 NA -9999 253 253 252 PASS [} 45 FluA 1 Target 2 NEG 0 1 NA -9999 185 175 175 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 364 366 365 PASS 0 45 FluA1  Target 2 NEG 0 2 NA -9999 222 209 209 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 305 305 305 PASS 0 45 FluA1 Target 2 NEG 0 1 NA -9999 195 185 185 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 328 328 327 PASS [} 45 FluA1  Target 2 NEG 0 1 NA -9999 210 199 199 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 258 258 257 PASS Q 45 FluA 1 Target 2 NEG 0 1 NA -9999 184 176 175 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 309 310 310 PASS 4] 45 FluA 1 Target 2 NEG 0 1 NA -9999 194 182 182 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 311 310 310 PASS 0 45 FluA 1 Target 2 NEG 0 1 NA -9989 179 170 170 PASS 0 45 FluA2 Target 3
NEG 0 1 NA -9999 378 379 378 PASS 0 45 FluA 1 Target 2 NEG 0 2 NA -9999 198 187 187 PASS 0 45 FluA2 Target 3
NEG [} 0 NA -9999 274 273 272 PASS Q 45 FluA1 Target 2 NEG 0 0 NA -9999 164 154 154 PASS 0 45 FluA2 Target 3
NEG 0 2 NA -9999 303 305 304 PASS 0  45FluA1 Target 2 NEG 0 1 NA -9999 189 178 178 PASS 0  45FluA2 Target 3
Analyte Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycle | Analyte Target! Analyte Curve | Target Deita N Probe Check | 2nd Deriv Peak |{Cycle | Analyte Target;
Result Ct{EndPt Fit ot Prb Chk 1| Prb Chk2{Prb Chk 3 Result Height . Name Usage # Resuit Ct| EndPt Fit ct Prb Chk 1{Prb Chk 2{ Prb Chk 3 Result | Helght s Name Usage P
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Part No.: XP3COV2/FLU/RSV-10

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377
Attachment 1

Batch No.: 1001441536 Rev: K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.50f 12

Analyte Curve | Target Deita Probe Check | 2nd Deriv Peak | Cycle| Analyte Target| Analyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte

Result Ct|EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght s Name Usage: 4 Result Ct|EndPt Fit ot Prb Chk1|Prb Chk 2| Prb Chk 3 Result Helght s Name Usage| Target #
NEG 0 1 NA -9999 83 82 82 PASS 0 45 FluB Target 4 NEG 0 3 NA -9999 212 205 205 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 91 90 90 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 198 192 192 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 81 81 80 PASS 0 45 FluB Target 4 NEG 0 1 NA -9989 1562 149 149 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 84 83 83 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 172 168 168 PASS Q 45 RSV Target 5
NEG 0 1 NA -9999 107 105 105 PASS 0 45 FluB Target 4 NEG 0 1 NA -8999 199 193 193 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 93 91 91 PASS o] 45 FluB Target 4 NEG 0 1 NA -9999 200 195 194 PASS [} 45 RSV Target 5
NEG 0 2 NA -9999 109 108 108 PASS ] 45 FluB Target 4 NEG 0 1 NA -9999 204 198 198 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 91 89 89 PASS 1] 45 FluB Target 4 NEG 0 1 NA -9999 197 191 191 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 95 94 94  PASS 4] 45 FluB Target 4 NEG 0 1 NA -9999 189 184 184 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 92 91 90 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 210 202 202 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 117 118 115 PASS ] 45 FluB Target 4 NEG 0 1 NA -9999 229 221 221 PASS 0 45 RSV Target 5
NEG 0 -1 NA -9999 85 84 83 PASS 0 45 FuB Target 4 NEG 0 1 NA -9999 194 188 188 PASS 0 45 RSV Target 5
NEG o] 1 NA -9999 88 86 86 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 161 156 156 PASS 0 45 RSV Target 5
NEG o -1 NA -9999 103 101 102 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 170 164 164 PASS 0 45 RSV Target 5
NEG 4] 1 NA -9999 89 88 88 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 185 180 180 PASS 0 45 RSV Target 5
NEG [} 1 NA -9999 107 106 105 PASS 0 45 Flu8 Target 4 NEG 0 2 NA -9999 201 194 194 PASS 0 45 RSV Target 5
NEG 4] 1 NA -9999 93 92 91 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 189 184 184 PASS 0 45 RSV Target 5
NEG o} 0 NA -9999 109 107 107 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 212 206 205 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 94 93 93 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 212 206 206 PASS 0 45 RSV Target 5
NEG Q 0 NA -9999 94 92 92 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 197 191 191 PASS 0 45 RSV Target 5
NORESULT 0 0 NA -9999 0 0 0 NA 0 0 FluB Target 4 NORESULT 0 0 NA -9999 0 0 0 NA [} 0 RSV Target 5
NEG o] 1 NA -9999 109 107 106 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 193 185 185 PASS 0 45 RSV Target 5
NEG o] 1 NA -9999 89 88 87 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 203 197 197 PASS 0 45 RSV Target 5
NEG [} 0 NA -9999 94 92 92 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 191 186 186 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 84 83 83 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 160 156 156 PASS 0 45 RSV Target 5
NEG [} 0 NA -9999 110 108 108 PASS 0 45 FiuB Target 4 NEG 0 1 NA -9999 209 202 202 PASS 0 45 RSV Target 5
NEG o} 2 NA -9999 73 7 71 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 166 161 162 PASS 0 45 RSV Target 5
NEG 4] 1 NA -9999 100 99 98 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 189 192 192 PASS 0 45 RSV Target 5
NEG [} 0 NA -9999 91 89 90 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 203 196 196 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 91 90 89 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 185 179 179 PASS Q 45 RSV Target 5
NEG ] 1 NA -8999 110 107 108 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 215 207 207 PASS 4] 45 RSV Target 5
NEG 0 1 NA -9999 88 86 86 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 190 184 184 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 100 98 98 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 194 188 187 PASS 1] 45 RSV Target 5
NEG 0 1 NA -9999 88 86 86 PASS [} 45 FluB Target 4 NEG [} 1 NA -8999 201 193 193 PASS [} 45 RSV Target 5
NEG [} 1 NA -9999 87 86 86 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 183 177 177 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 109 107 106 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 216 209 209 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 99 98 97 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 194 189 189 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 108 106 106 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 214 208 207 PASS [ 45 RSV Target 5
NEG 0 0 NA -9999 89 88 87 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 187 181 180 PASS 0 45 RSV Target 5
NEG [} 1 NA -9999 96 94 93 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 199 192 191 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 95 a 94 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 164 169 169 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 89 87 87 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 163 168 166 PASS 0 45 RSV Target 5
NEG ] 0 NA -9999 95 93 93 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 193 187 187 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 96 94 94 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 212 204 204 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 88 86 86 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 192 187 187 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 1086 104 104 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 232 222 222 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 110 109 108 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 222 214 214 PASS 0 45 RSV Target 5
NEG 0 -1 NA -9999 85 84 84 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 197 191 191 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 99 98 97 PASS 0 45 Flu B Target 4 NEG 0 1 NA -9999 166 1862 162 PASS 0 45 RSV Target 5
NEG 0 -1 NA -9999 98 96 96 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 129 124 124 PASS 0 45 RSV Target 5
NEG 4] -1 NA -8999 93 92 92 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 185 161 160 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 99 97 97 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 188 181 181 PASS 0 45 RSV Target 5
NEG 0 2 NA -8999 92 91 91 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 186 180 180 PASS 0 45 RSV Target 5
NEG 0 1 NA -8999 98 96 96 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 144 139 139 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 102 100 100 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 191 186 186 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 96 94 94 PASS Q 45 FluB Target 4 NEG 0 2 NA -9999 181 1786 176 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 137 134 134 PASS ] 45 FluB Target 4 NEG 0 1 NA -9999 273 264 264 PASS 0 45 RSV Target 5
NEG o} 2 NA -9999 100 o8 897 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 150 143 143 PASS 0 45 RSV Target 5
NEG o} 1 NA -9999 97 96 95 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 185 179 179 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 95 93 93 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 197 191 191 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 102 100 100 PASS 0 45 Flug Target 4 NEG 0 2 NA -9999 218 211 210 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 114 112 112 PASS [} 45 FluB Target 4 NEG 0 1 NA -9999 21 205 205 PASS 0 45 RSV Target 5
NEG 0 -1 NA -9999 80 79 79 PASS 1} 45 FluB Target 4 NEG 0 1 NA -9999 184 179 178 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 106 104 104 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 180 175 175 PASS 0 45 RSV Target 5
NEG o} 2 NA -9999 83 82 82 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 171 167 167 PASS 0 45 RSV Target 5
NEG o} 1 NA -9999 104 102 102 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 195 189 190 PASS 0 45 RSV Target 5
NEG 4] 2 NA -9999 86 85 85 PASS 1] 45 FluB Target 4 NEG 0 0 NA -9999 174 170 170 PASS o] 45 RSV Target 5
NEG 4] 0 NA -9998 106 105 105 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 209 204 203 0 45 RSV Target 5
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377
Attachment 1

Rev: K.2
Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.6 of 12
Analyte Curve | Target Delta R Probe.Check | 2nd Deriv Peak | Cycle: Analyte Target| Analyte Curve | Target Delta Probe Check { 2nd Derlv Peak | Cycle | Analyte 1
Resuit Ct| EndPt Fit P Prb Chk 1] Prb Chk 2| Prb Chk 3 Result Helght s Name Usage 4 Result Ct|EndPt Fit ot Prb Chk 1{Prb Chk 2{Prb Chk 3 Resuit Helght s Name Usage| Target #
NEG 0 0 NA -9999 86 85 85 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 192 187 186 PASS Q 45 RSV Target 5
NEG Q 0 NA -9999 104 102 102 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 200 194 194 PASS 0 45 RSV Target 5
NEG Q 1 NA -9999 101 99 99 PASS 4} 45 FluB Target 4 NEG 0 1 NA -9999 220 214 214 PASS 0 45 RSV Target 5
NEG [} 0 NA -9999 94 92 92 PASS [} 45 FluB Target 4 NEG 0 0 NA -9999 194 188 188 PASS 0 45 RSV Target 5
NEG [} 1 NA -9999 o8 96 96 PASS 0 45 FluB Target 4 NEG 0 0 NA -9999 187 180 180 PASS 0 45 RSV Target 5
NEG a 0 NA -9999 69 68 68 PASS o 45 FluB Target 4 NEG 0 2 NA -9999 141 139 139 PASS 0 45 RSV Target 5
NEG 4] 2 NA -9999 85 84 84 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 178 173 173 PASS 0 45 RSV Target 5
NEG 4] 1 NA -9999 98 96 96 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 187 181 181 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 90 89 89 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 193 188 187 PASS 0 45 RSV Target 5
NEG 0 0 NA -9999 109 107 108 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 217 211 211 PASS 0 45 RSV Target 5
NEG [} 0 NA -9999 &8 65 65 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 175 170 169 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 91 80 90 PASS 0 45 FluB Target 4 NEG [ 0 NA -9999 177 173 173 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 87 86 86 PASS 0 45 FluB Target 4 NEG [} 1 NA -9999 196 191 191 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 84 82 82 PASS 0 45 Flu B Target 4 NEG 0 1 NA -9999 184 177 177 PASS 0 45 RSV Target 5
NEG 0 0 NA -9989 93 92 92 PASS 0 45 FluB Target 4 NEG 1} 1 NA -9999 186 181 181 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 87 86 86 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 182 178 178 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 106 104 104 PASS 0 45 FluB Target 4 NEG 1] 1 NA -9999 163 1587 167 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 103 101 101 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 154 150 150 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 83 82 82 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 210 204 204 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 89 88 87 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 186 182 182 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 87 67 87 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 118 116 116 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 97 95 95 PASS 0 45 FluB Target 4 NEG ") 2 NA -9999 192 185 185 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 84 83 83 PASS o] 45 FluB Target 4 NEG ] 2 NA -9999 183 177 177 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 99 97 97 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 183 177 178 PASS 0 .45 RSV Target 5
NEG 0 1 NA -9999 101 99 99 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 182 177 177 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 98 96 96 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 222 215 215 PASS 0 45 RSV Target 5
NEG 0 2 NA -9999 86 85 85 PASS 0 45 FluB Target 4 NEG 0 2 NA -9999 180 175 175 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 102 100 99 PASS 0 45 FluB Target 4 NEG ) 2 NA -9999 v 187 181 181 PASS 0 45 RSV Target 5
NEG 0 1 NA -9999 82 81 80 PASS 0 45 FluB Target 4 NEG ) 2 NA -9999 169 165 165 PASS [} 45 RSV Target 5
NEG 0 1 NA -9999 102 101 101 PASS 0 45 FluB Target 4 NEG 0 2 NA -9989 205 198 199 PASS 0 45 RSV Target 5
NEG o -1 NA -9999 82 81 82 PASS 0 45 FluB Target 4 NEG 0 1 NA -9999 181 176 175 PASS 0 45 RSV Target 5
NEG Q 1 NA -9999 85 84 84 PASS ] 45 FluB Target 4 NEG 0 0 NA -9999 178 173 173 PASS ] 45 RSV Target 5
Analyte Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycie | Analyte Target] Analyte Curve| Target Delta y Probe Check.| 2nd Deriv Peak | Cycle | Analyte
Result Ct{ EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght . Name Usage Py Result Ct{ EndPt Fit ct Prb Chk 1{Prb'Chk 2| Prb.Chk 3 Result Height s Name Usage| Target #
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Part No.: XP3COV2/FLU/RSV-10
Batch No.: 1001441536

Cartridge No. (LSP): 60611

I
|
i
1

1
1

A

]
NEG 0 -3 NA
NEG 0 -1 NA
NEG 4] -1 NA
NEG 4] -1 NA
NEG o] -1 NA
NEG 0 1 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG ] -1 NA
NEG o] -1 NA
NEG o] -1 NA
NEG o] 0 NA
NEG 4] 1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 0 NA
NORESULT 0 0 NA
NEG 0 -2 NA
NEG 0 -1 NA
NEG o] -1 NA
NEG o] -1 NA
NEG o] -1 NA
NEG 9] -1 NA
NEG 4] 0 NA
NEG 0 -2 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG Y -1 NA
NEG o] -1 NA
NEG Q -1 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -2 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 0 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 0 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG 0 -1 NA
NEG [¢) 0 NA
NEG 0 -1 NA
NEG 0 0 NA

@mﬁnﬁ [rarget Delta @

-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9889
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9989
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-999¢
-999¢
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-999¢
-9999
-999¢
-999¢
-999¢9
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999

239
215
208
204
218
218
217
219
208
229
205
253
208
200
213
225
225
191
224
206
227
208
226
215
209
260
207
185
214
200
229
210
205
191
199
205
215

191

204
177
189
191
208
168
200
201
193
218
230
208
198
197
208
212
208
211
196
221
183
244
201
193
203
215
216
184
213
198
218
201
217
209
202
251
197
179
208
193
220
202
199
186
193
200
208

178 PASS
206 PASS
192 PASS
220 PASS
202 PASS
198 PASS
185 PASS
192 PASS
200 PASS
208 PASS
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NEG
NEG
NEG
NEG
NEG
NEG
NEG
NEG
NEG

Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

ol

-2 NA

e

a!f@.lmﬂﬂ% parget Deltacil
i S

-9999
-9999
-9999
-9999
-9899
-9999
-9999
-9999
-9999
-8999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-999¢
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999

’ .

196
187
197
216
160
193
178
166
177
189
223
218
193
217
159
208
183
215
209
201
193
193
189
206
191
182

194 PASS
215 PASS
200 PASS
192 PASS
194 PASS
129 PASS
196 PASS
187 PASS
197 PASS
216 PASS
160 PASS
193 PASS
178 PASS
166 PASS
177 PASS
189 PASS
222 PASS
218 PASS
192 PASS
216 PASS
158 PASS
206 PASS
183 PASS
215 PASS
209 PASS
201 PASS
193 PASS
192 PASS
189 PASS
205 PASS
191 PASS
182 PASS
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

N "] "2nd T T
Probe Probe
2nd 32]: \;:eak Cycles A;:xe ‘Usage | Target# /;?slmf Ct {EndPt{ Curve Fit ;:I:E‘:;‘ Prb1Chk Prbzc hk Pm;:hk Check E::: Cycles A'\?:xe Usage Prb1°hk Prbzc hk Prb:hk Check PreM:s):.lre Preh::lure
Result Helaht Result
0 45 SPC SPC 12345 PASS 279 205 NA -9999 79 78 77 PASS 0 45 QC1 Probe 228 198 198 PASS 65.7 -14.7
1] 45 SPC SPC 12345 PASS 273 228 NA -9999 78 77 77 PASS 0 45 QC1 Probe 225 202 202 PASS 579 -12.4
0 45 SPC SPC 12345 PASS 2786 222 NA -9989 73 72 72 PASS [ 45 QC1 Probe 176 158 168 PASS 63.8 -13.8
0 45 SPC SPC  1,2,34,5 PASS 27.7 220 NA -9999 71 70 70 PASS 1} 45 QC1 Probe 189 172 172 PASS 60.5 -15.8
0 45 SPC SPC  1,234,5 PASS 278 214 NA -9999 96 95 94 PASS 0 45 QcC1 Probe 224 1985 195 PASS 56.7 -10.8
0 45 SPC SPC  1.234,5 PASS 274 222 NA -9999 78 77 77 PASS 0 45 QC1 Probe 212 193 193 PASS 58.1 -14.9
0 45 SPC SPC 12345 PASS 277 199 NA -9999 91 90 90 PASS 0 45 QC1 Probe 226 201 200 PASS 61.5 -19.1
0 45 SPC SPC  1,234,5 PASS 278 218 NA -9999 83 82 82 PASS 0 45 QC1 Probe 216 193 193 PASS 60.8 -15.4
0 45 SPC SPC  1,234,5 PASS 27.5 214 NA -9999 87 86 85 PASS 0 45 QC1 Probe 214 193 193 PASS 53.8 -13.5
0 45 SPC SPC 12345 PASS 278 211 NA -9999 73 72 73 PASS 0 45 QC1 Probe 219 199 198 PASS 63 -18.1
0 45 SPC SPC  1,234,5 PASS 277 211 NA -9999 96 94 94 PASS 0 45 QC1 Probe 241 220 220 PASS 57.8 -11.2
0 45 SPC SPC 12345 PASS 276 207 NA -9989 87 86 86 PASS 0 45 QC1 Probe 212 192 192 PASS 61.5 -14.7
0 45 SPC SPC  1,234,5 PASS 279 217 NA -9999 €9 69 69 PASS 0 45 QC1 Probe 175 159 159 PASS 5786 -18.5
0 45 SPC SPC  1,234,5 PASS 274 213 NA -9999 100 o8 98 PASS 0 45 QC1 Probe 185 166 165 PASS 575 -14.5
[} 45 SPC SPC 12345 PASS 276 210 NA -9999 75 74 74 PASS 0 45 QC1 Probe 203 183 183 PASS 50.4 -12.6
0 45 SPC SPC 12345 PASS 276 213 NA -9999 95 93 93 PASS [} 45 QC1 Probe 224 197 196 PASS 542 -16.2
0 45 SPC SPC 12345 PASS 276 228 NA -9999 78 77 78 PASS 0 45 QC1 Probe 205 187 187 PASS 59.2 -12.4
0 45 SPC SPC  1,234,5 PASS 275 218 NA -9999 88 87 87 PASS 0 45 QC1 Probe 237 210 210 PASS 50 -14.4
0 45 SPC SPC  1,234,5 PASS 27.7 210 NA -9999 87 86 86 PASS 0 45 QC1 Probe 224 203 203 PASS 59.1 -16.7
0 45 SPC SPC 12345 PASS 274 222 NA -9999 86 85 85 PASS 0 45 QC1 Probe 222 202 202 PASS 57.1 -17.7
0 0 SPC SPC 12345 NORESULT 0 0 NA -9999 0 0 0 NA 0 0 Qc1 Probe 0 [} 0 NA 100.3 -10.2
o 45 SPC SPC 12,345 PASS 275 219 NA -8999 96 94 94 PASS 0 45 QC1 Probe 210 188 188 PASS 61.9 -15.3
0 45 SPC SPC 12345 PASS 276 218 NA -9999 66 65 65 PASS 0 45 QC1 Probe 217 197 197 PASS 60 -18.5
0 45 SPC SPC 12,345 PASS 276 223 NA -9999 84 83 83 PASS 0 45 QC1 Probe 208 195 195 PASS 61.6 -14.2
0 45 SPC SPC  1,234,5 PASS 277 204 NA -9999 70 70 70 PASS 0 45 QC1 Probe 180 166 165 PASS 61.8 -14.7
0 45 SPC SPC  1,234,5 PASS 277 212 NA -9999 99 97 97 PASS 0 45 QC1 Probe 231 206 206 PASS 52.2 -8.5
0 45 SPC SPC  1,234,5 PASS 29.2 1568 NA -9999 59 58 58 PASS 0 45 QC1 Probe 185 142 142 PASS 63.1 -11.2
0 45 SPC SPC 12345 PASS 276 229 NA -9999 81 79 79 PASS 0 45 QC1 Probe 224 201 201 PASS 63.8 -16.6
o} 45 SPC SPC 12345 PASS 276 228 NA -9999 83 82 82 PASS 0 45 QC1 Probe 222 203 203 PASS 58.9 -14.3
0 45 SPC SPC 12345 PASS 27.5 219 NA -9999 84 82 82 PASS 0 45 QC1 Probe 209 189 189 PASS 60.8 -19
0 45 SPC SPC 12345 PASS 274 228 NA -9999 93 91 91 PASS 0 45 QC1 Probe 227 211 211 PASS 57 -17.2
0 45 SPC SPC  1,234,5 PASS 275 218 NA -9998 84 83 83 PASS 0 45 Qc1 Probe 205 187 188 PASS 57.4 -14.2
0 45 SPC SPC  1,234,5 PASS 274 219 NA -9999 85 84 84 PASS 0 45 QC1 Probe 218 200 200 PASS 63.9 -16.6
0 45 SPC SPC  1234,5 PASS 277 215 NA -9999 81 80 80 PASS 0 45 QC1 Probe 217 198 198 PASS 59 -1
0 45 SPC SPC 1,234,5 PASS 275 219 NA -9999 74 73 73 PASS 0 45 QC1 Probe 200 183 183 PASS 58.5 -12.5
0 45 SPC SPC 12,345 PASS 278 208 NA -9999 99 97 97 PASS 0 45 QC1 Probe 237 208 208 PASS 531 -12.7
0 45 SPC SPC  1,234,5 PASS 275 215 NA -9999 83 82 82 PASS 0 45 QC1 Probe 204 188 188 PASS 577 -10.4
0 45 SPC SPC 12345 PASS 275 221 NA -9999 87 86 86 PASS [} 45 QC1 Probe 232 213 213 PASS 504 -124
0 45 SPC SPC 12345 PASS 28 186 NA -9999 83 82 82 PASS Q 45 QC1 Probe 200 180 180 PASS 53.1 -17.8
0 45 SPC SPC 12345 PASS 277 211 NA -9999 88 86 86 PASS 0 45 QCt Probe 218 199 199 PASS 531 -12.3
0 45 SPC SPC 12345 PASS 276 -219 NA -9999 80 79 78 PASS o] 45 QC1 Probe 190 170 170 PASS 60.6 -11.2
[} 45 SpPC SPC 12345 PASS 286 178 NA -9999 73 72 72 PASS 0 45 QC1 Probe 163 151 161 PASS 64.4 -13.4
0 45 SPC SPC 12345 PASS 277 219 NA -9999 90 89 88 PASS [} 45 QC1 Probe 213 193 193 PASS 549 -14.4
0 45 SPC SPC 12,345 PASS 276 197 NA -9999 81 80 80 PASS 0 45 QC1 Probe 225 203 204 PASS 57 -84
0 45 SPC SPC  1,234,5 PASS 275 204 NA -9999 83 82 82 PASS 0 45 QC1 Probe 206 191 190 PASS 776 -19.8
0 45 SPC SPC  1234,5 PASS 281 203 NA -9999 90 88 88 PASS 0 45 QC1 Probe 238 219 219 PASS 65.8 -156
0 45 SPC SPC 12345 PASS 277 216 NA -9999 89 88 88 PASS 0 45 QC1 Probe 243 223 223 PASS 76 -10.5
0 45 SPC SPC 12345 PASS 279 202 NA -9999 87 85 85 PASS 0 45 QC1 Probe 208 192 192 PASS 67.5 -19.7
0 45 SPC SPC 12345 PASS 278 209 NA -9999 80 78 78 PASS 0 45 QC1 Probe 177 165 165 PASS 56.1 -20.9
0 45 SPC SPC 12345 PASS 28.3 170 NA -9999 91 89 89 PASS 0 45 QC1 Probe 141 127 127 PASS 84.1 -16
0 45 SPC SPC 12345 PASS 27.7 204 NA -9999 86 84 84 PASS Q 45 QC1 Probe 170 154 154 PASS 53.7 -12.5
0 45 SPC SPC  1,234,5 PASS 276 209 NA -9999 79 78 78 PASS 0 45 QC1 Probe 199 186 186 PASS 61 -16.9
0 45 SPC SPC 1234,5 PASS 279 203 NA -9999 72 71 71 PASS 0 45 QC1 Probe 202 188 189 PASS 56 -15.7
0 45 SPC SPC 1,234,5 PASS 288 171 NA -8999 77 76 76 PASS 0 45 QC1 Probe 161 161 151 PASS 723 -15.4
0 45 SPC SPC 1,234,5 PASS 275 222 NA -9999 77 76 76 PASS 0 45 QC1 Probe 206 189 189 PASS 57.7 -13.5
0 45 SPC SPC 12345 PASS 281 186 NA -9999 81 80 80 PASS 0 45 QC1 Probe 197 178 178 PASS 57.4 -13.7
0 45 SPC SPC 12345 PASS 276 166 NA -9999 122 120 120 PASS 0 45 QC1 Probe 258 237 237 PASS 64.2 -17.4
0 45 SPC SPC 12345 PASS 28.4 174 NA -9999 89 88 87 PASS a 45 QcC1 Probe 159 142 142 PASS 63.5 -20.9
0 45 SPC SPC 12345 PASS 278 216 NA -9999 7 70 70 PASS Q 45 QC1 Probe 208 190 190 PASS 63.4 -16.8
0 45 SPC SPC 12345 PASS 275 212 NA -9999 87 85 85 PASS 0 45 QC1 Probe 211 195 195 PASS 533 -13.2
0 45 SPC SPC  1,234,5 PASS 275 220 NA -9999 84 83 83 PASS Q 45 QC1 Probe 236 215 215 PASS 67 -10.5
[ 45 SPC SPC 12345 PASS 275 215 NA -9999 92 91 91 PASS 0 45 QC1 Probe 236 216 216 PASS 594 -25.7
[+ 45 SPC SPC  1,234,5 PASS 277 210 NA -9999 80 79 79 PASS 0 45 QC1 Prebe 200 182 182 PASS 66.4 -18.4
0 45 sPC SPC 12345 PASS 277 220 NA -9999 85 84 84 PASS 0 45 QC1 Probe 206 187 186 PASS 61.3 -16
0 45 SPC SPC 12345 PASS 275 217 NA -9999 69 69 68 PASS 0 45 QC1 Probe 196 177 177 PASS 55.8 -13.9
0 45 SPC SPC 12345 PASS 27.7 201 NA -9999 93 92 92 PASS 0 45 QC1 Probe 221 194 194 PASS 56 -14
o] 45 SPC SPC 1,234,5 PASS 278 205 NA -9999 74 73 73 PASS o] 45 QC1 Probe 194 174 174 PASS 56.6 -13.2
0 45 SPC SPC 12345 PASS 276 214 NA -9999 86 85 84 PASS 0 45 QC1 Probe 238 209 209 PASS 527 -16.7
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

- T T e
Probe Probe
i 2nd Deriv Peak Anatyte Analyte Target { Prb Chk| Prb Chk{Prb Chk Derlv Analyte Prb Chk| Prb Chk| Prb Chk Max Min
| Helght Cycles Name Usage| Target # Result €t | EndPt| Curve Fit Delta Ct 1 2 3 gheck Peak Cycles Name Usage 4 2 3 Check|, o csure Pressure
| esult Helght Result
0 45 SPC SPC 12345 PASS 275 230 NA -9999 77 77 76 PASS 0 45 QC1 Probe 214 192 192 PASS 52.1 -226
0 45 SPC SPC 11,2345 PASS 276 177 NA -9999 99 96 97 PASS 0 45 QC1 Probe 214 192 192 PASS 626 -19.7
0 45 SPC SPC  1,234,5 PASS 274 214 NA -9999 87 86 86 PASS 0 45 QC1 Probe 244 215 215 PASS 54.7 -9.7
0 45 SPC SPC 123,45 PASS 278 212 NA -9999 80 79 79 PASS 0 45 QC1 Probe 209 187 187 PASS 55.8 -12.8
0 45 SPC SPC 12345 PASS 277 217 NA -9999 88 87 86 PASS 0 45 QC1 Probe 198 176 176 PASS 571 -14.4
0 45 SPC SPC 12345 PASS 28 202 NA -9959 51 51 51 PASS 0 45 Qc1 Probe 156 142 142 PASS 54.8 -20.2
4] 45 SPC SPC 12345 PASS 274 215 NA -9999 72 KAl 71 PASS 0 45 QC1 Probe 201 177 177 PASS 50 -15.4
0 45 SPC SPC 12,345 PASS 27.7 218 NA -9999 86 85 85 PASS 4] 45 QC1 Probe 220 190 191 PASS 575 -12.5
0 45 SPC SPC 12345 PASS 27.5 226 NA -9999 75 74 74 PASS 4] 45 QC1 Probe 213 190 190 PASS 60.7 -18.4
0 45 SPC SPC 12345 PASS 275 221 NA -9999 89 88 88 PASS 0 45 QC1 Probe 243 218 215 PASS 50 -13.7
0 45 SPC SPC 123,45 PASS 202 154 NA -9999 60 60 59 PASS 0 45 QC1 Probe 171 150 150 PASS 50 -19
0 45 SPC SPC 1,23,4,5 PASS 275 203 NA -9999 86 85 85 PASS 0 45 QC1 Probe 202 182 181 PASS 57.6 -18.4
0 45 SPC SPC 1,234,5 PASS 282 205 NA -9999 75 74 74 PASS 0 45 QC1 Probe 201 181 181 PASS 61.3 -11.4
0 45 SPC SPC 1,2,34,5 PASS 286 193 NA -9999 72 71 71 PASS 0 45 QC1 Probe 186 162 162 PASS 64.4 -16.7
[} 45 SPC SPC  1,2,34,5 PASS 275 219 NA ~8999 68 68 67 PASS 0 45 QC1 Probe 206 188 185 PASS 51.1 -23.5
1] 45 SPC SPC  1,234,5 PASS 276 219 NA -9999 78 77 77 PASS 0 45 QC1 Probe 205 189 189 PASS 748 -21.5
0 45 SPC SPC  1,234,5 PASS 283 177 NA -9999 87 85 85 PASS 0 45 QC1 Probe 170 154 164 PASS 63.4 -17.4
0 45 SPC SPC  1,234,5 PASS 27.8 208 NA -9999 80 79 79 PASS 0 45 QC1 Probe 172 165 185 PASS 62.2 -16.1
0 45 SPC SPC  1,23,4,5 PASS 273 209 NA -9999 81 80 79 PASS 0 45 QC1 Probe 234 208 206 PASS 69.7 -24.3
0 45 SPC SPC  1,23,4,5 PASS 275 217 NA -9999 76 76 76 PASS 0 45 QC1 Probe 215 191 191 PASS 55 -10.9
0 45 SPC SPC  1,234,5 PASS 279 219 NA -9999 56 55 55 PASS 0 45 QC1 Probe 138 124 124 PASS 655 -16
0 45 SPC SPC  1,234,5 PASS 274 214 NA -8999 83 81 81 PASS 0 45 QC1 Probe 204 187 187 PASS 51.9 -18.3
[} 45 SPC SPC PASS 276 228 NA -9999 64 64 64 PASS )} 45 QC1 Probe 208 190 190 PASS 55.1 -12.6
0 45 SPC SPC PASS 275 234 NA -9999 76 76 76 PASS 0 45 QC1 Probe 210 193 193 PASS 52.2 -12.8
0 45 SPC SPC PASS 277 213 NA -9999 78 77 77 PASS 0 45 QCt Probe 198 178 178 PASS 60.8 -18.1
0 45 SPC SPC PASS 276 230 NA -9999 83 82 81 PASS 0 45 QC1 Probe 247 217 217 PASS 616 -17.3
0 45 SPC SPC PASS 274 218 NA -9999 73 73 73 PASS 0 45 QC1 Probe 201 180 180 PASS 55.5 -14.4
0 45 SPC SPC PASS 274 221 NA -9999 91 89 89 PASS 0 45 QC1 Probe 227 195 195 PASS 63.1 -14.5
0 45 SPC SPC PASS 28 219 NA -9999 70 69 69 PASS o 45 QC1 Probe 188 170 170 PASS 61 -13.3
0 45 SPC SPC PASS 278 218 NA -9999 82 80 80 PASS o 45 QC1 Probe 226 201 200 PASS 524 -10.8
o} 45 SPC SPC PASS 278 203 NA -9999 77 76 75 PASS 0 45 QC1 Probe 202 178 178 PASS 56.3 -17.3
0 45 SPC  SPC PASS 277 226 NA -9999 76 75 75 PASS 0 45 QCt Probe 206 182 182 PASS 52.3 -17.4
f2ne| Derlv Peak Analyte Analyte Target | Prb Chi| Prb Ghk| Prb chi| F1oP¢ :::v Anaiyte Prb Chi | Prb chk{Prb chk | P28 | Max | Min
Helght Cycles Name Usage | Target Result Gt |EndPt| Curve Fit Deita Ct 1 2 3 g:::::, Peak Cycles Name Usage 1 2 3 g::::;: Pressure | Pressure
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Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Cartridge No. (LSP): 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377
Attachment 1

Rev: K.2

Effective: 03/22/2024
p.10f12

Assay Cartridge | Reagent Lot instrument| Module sSwW Analyte Target | Analyte |
Assay Version Sample ID SIN D Test Type SIN SIN Version Start Time Status Test Result Name Usage 4 Result |
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_01X 1810364257 60611 Positive Control 1 847921 210067909 7 2024-08-12T19:41:35-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_02X 1810364345 60611 Positive Control 1 847921 655785 7 2024-08-12T19:41:10-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_03X 1810366257 60611 Positive Control 1 847921 805718 7 2024-08-12T19:40:46-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_04X 1810365625 60611 Pasitive Control 1 847921 912742 7 2024-08-12T19:40:19-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_05X 1810365877 60611 Positive Contral 1 847921 753780 7 2024-08-12719:39:53-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_06+ 1810364352 60611 Positive Control 1 847921 874936 7 2024-08-12T19:39:26-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_07+ 1810366276 60611 Positive Control 1 847921 739098 7 2024-08-12719:38:59-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_08+ 1810365930 60611 Positive Control 1 847921 892886 7 2024-08-12T19:38:33-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_09+ 1810365620 60611 Positive Control 1 847921 911208 7 2024-08-12T19:38:06-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_1_1_10+ 1810364262 60611 Positive Control 1 847921 908555 7 2024-08-12T19:37:39-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_01X 1810369493 60611 Positive Control 1 847921 911208 7 2024-08-12T21:37:24-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_02X 1810367967 60611 Pasitive Control 1 847921 908555 7 2024-08-12T721:37:01-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_03X 1810367845 60611 Pasitive Control 1 847921 210039678 7 2024-08-12T21:36:36-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_04X 1810367487 60611 Pasitive Control 1 847921 210080768 7 2024-08-12T21:36:09-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_05X 1810369239 60611 Positive Control 1 847921 777916 7 2024-08-12721:35:44-0700 Done SARS-CoV-2 POSITIVE;Fiu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_06+ 1810367854 60611 Positive Control 1 847921 875521 7 2024-08-12T21:35:18-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;FIu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_07+ 1810367972 60611 Positive Control 1 847921 210034012 7 2024-08-12T21:34:52-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_08+ 1810369512 60811 Positive Control 1 847921 210006976 7 2024-08-12T21:34:27-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_09+ 1810369242 60611 Positive Control 1 847921 210028896 7 2024-08-12T21:34:02-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_2_1_10+ 1810368976 60611 Positive Control 1 847921 210040269 7 2024-08-12T21:33:37-0700 Done SARS-CoV-2 POSITIVE;FIu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_01x 1810370625 60611 Positive Control 1 847921 210040269 7 2024-08-13T00:39:22-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_02x 1810371071 60611 Positive Control 1 847921 753057 7 2024-08-13T00:38:56-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE:RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_03x 1810372235 60611 Positive Control 1 847921 773451 7 2024-08-13T00:38:30-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_04x 1810372535 60611 Positive Contro! 1 847921 656353 7 2024-08-13T00:38:03-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_05x 1810370317 60611 Positive Control 1 847921 868067 7 2024-08-13T00:37:37-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_06+ 1810370434 60611 Positive Control 1 847921 220001256 7 2024-08-13T00:36:46-0700 Done SARS-CoV-2 POSITIVE:Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_07+ 1810370766 60611 Positive Control 1 847921 210067909 7 2024-08-13T00:36:19-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_08+ 1810371054 60611 Positive Control 1 847921 655785 7 2024-08-13T00:35:53-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_09+ 1810372240 60611 Positive Control 1 847921 805718 7 2024-08-13T00:35:29-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_3_1_10+ 1810372534 60611 Positive Control 1 847921 912742 7 2024-08-13T00:35:02-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_01x 1810374973 60611 Positive Control 1 847921 912742 7 2024-08-13T03:21:54-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Fiu_RSV plus 2 POS_4_1_02x 1810374753 60611 Positive Control 1 847921 753780 7 2024-08-13T703:21:30-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_03x 1810373805 60611 Positive Control 1 847921 874936 7 2024-08-13T03:21:04-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_D4ax 1810373511 60611 Positive Contral 1 847921 739098 7 2024-08-13T03:20:36-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_05x 1810375191 60611 Positive Control 1 847921 892886 7 2024-08-13T03:20:10-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_06+ 1810373310 60611 Positive Control 1 847921 911208 7 2024-08-13T03:19:44-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_t_07+ 1810374878 60611 Positive Control 1 847921 908555 7 2024-08-13T03:19:19-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_08+ 1810373814 60611 Positive Control 1 847921 210039678 7 2024-08-13T03:18:51-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_09+ 1810373518 60611 Positive Control 1 847921 210080768 7 2024-08-13T03:18:26-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_4_1_10+ 1810375188 60611 Positive Control 1 847921 777918 7 2024-08-13T03:18:00-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_01x 1810377067 60611 Positive Control 1 847921 220001256 7 2024-08-13T05:50:25-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_02x 1810376083 60611 Positive Contro! 1 847921 210067909 7 2024-08-13T05:49:59-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_03x 1810375527 60611 Positive Control 1 847921 655785 7 2024-08-13T05:49:33-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_04x 1810375817 60611 Positive Control 1 847921 805718 7 2024-08-13705:49:07-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_05x 1810377659 60611 Positive Contro! 1 847921 210086045 7 2024-08-13T05:48:35-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_06+ 1810377680 60611 Positive Control 1 847921 667440 7 2024-08-13T05:48:12-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_07+ 1810375820 60611 Positive Contro! 1 847921 675318 7 2024-08-13705:47:48-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_08+ 1810377816 60611 Positive Control 1 847921 750148 7 2024-08-13T05:47:24-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 PQS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_09+ 1810377072 60611 Positive Control 1 847921 882955 7 2024-08-13T05:47:00-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_5_1_10+ 1810375532 60611 Positive Controf 1 847921 618383 7 2024-08-13T05:46:37-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_01X 1810433593 60611 Positive Controf 1 847921 911208 7 2024-08-13708:26:41-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_02X 1810433331 60611 Positive Control 1 847921 908555 7 2024-08-13T08:26:13-0700 Done SARS-CoV-2 POSITIVE,Flu A POSITIVE,Flu 8 POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_03X 1810433933 60611 Positive Control 1 847921 210039678 7 2024-08-13T08:25:48-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_04X 1810435091 80611 Positive Control 1 847921 210080768 7 2024-08-13T708:25:21-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_05X 1810434817 60611 Positive Control 1 847921 210086045 7 2024-08-13T08:24:56-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_06+ 1810433630 60611 Positive Control 1 847921 667440 7 2024-08-13T08:24:31-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Fiu_RSV plus 2 POS_6_1_07+ 1810433628 60611 Positive Control 1 847921 675318 7 2024-08-13T08:24:07-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_08+ 1810433936 60611 Positive Control 1 847921 750148 7 2024-08-13T708:23:41-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_09+ 1810434860 60611 Positive Control 1 847921 882955 7 2024-08-13T08:23:15-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_6_1_10+ 1810435102 60611 Positive Control 1 847921 618383 7 2024-08-13T708:22:50-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_01x 1810436713 80611 Positive Control 1 847921 892886 7 2024-08-13T11:22:13-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_02x 1810438849 60611 Positive Control 1 847921 911208 7 2024-08-13T11:21:49-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_03x 1810437011 60611 Positive Control 1 847921 908555 7 2024-08-13T11:21:23-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_04x 1810438529 80611 Positive Control t 847921 210039678 7 2024-08-13T11:20:58-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_05x 1810436051 60611 Positive Control 1 847921 210080768 7 2024-08-13T11:20:32-0700 Done SARS-CoV-2 POSITIVE;Fiu A POSITIVE;Flu B POSITIVE;:RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_06+ 1810436636 60611 Positive Control 1 847921 777916 7 2024-08-13T11:20:07-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_07+ 1810438940 80611 Positive Control t 847921 875521 7 2024-08-13T11:19:42-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_08+ 1810436950 60611 Pasitive Control 1 847921 210034012 7 2024-08-13T711:19:15-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
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Part No.: XP3COV2/FLU/RSV-10 Product QG Testing Worksheet-Xpress SARS-CoV-2/FIW/RSV plus Document Nu",'\l:terr :473(7:
achmen

Batch No.: 1001441536 Rev: K.2
Effective: 03/22/2024
Cartridge No. (LSP): 60611 p.20f12
Assay V‘:':r:;\ Sample ID Car;;ll: ge Reagle[;s t Lot Test Type Ins"s‘;;'" ent M;‘,’I:; le V:rI:I\:m Start Time Status Test Result A;:me Usage Ta;get ARr;asI‘)ﬁte«
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_09+ 1810436200 60611 Positive Control 1 847921 210006976 7 2024-08-13T11:18:49-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE,RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_7_1_10+ 1810438578 60611 Positive Control 1 847921 210028896 7 2024-08-13T11:18:24-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_01X 1810439897 60611 Positive Control 1 847921 618383 7 2024-08-13714:14:58-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_02x 1810457871 60611 Positive Control 1 847921 210040269 7 2024-08-13713:25:15-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_03x 1810457605 60611 Positive Control 1 847921 753057 7 2024-08-13T13:24:49-0700 Done SARS-CaoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV pius 2 POS_B_1_04x 1810456407 60611 Positive Control 1 847921 773451 7 2024-08-13T13:24:22-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_05x 1810457015 60611 Positive Controf 1 847921 656353 7 2024-08-13T713:23:56-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_FIu_RSV plus 2 POS_8_1_06+ 1810439480 60611 Positive Control 1 847921 868067 7 2024-08-13T713:23:29-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_07+ 1810439086 60611 Positive Control 1 847921 220001256 7 2024-08-13T713:23:03-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_08+ 1810457018 60611 Positive Control 1 847921 210067909 7 2024-08-13T713:22:36-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_09+ 1810456620 60611 Positive Contro! 1 847921 655785 7 2024-08-13T713:22:09-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_8_1_10+ 1810439226 60611 Positive Controi 1 847921 805718 7 2024-08-13T13:21:45-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_01x 1810458535 60611 Positive Control 1 847921 210034012 7 2024-08-13T716:38:26-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;:RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_02x 1810460107 60611 Positive Control 1 847921 210006976 7 2024-08-13T16:38:01-0700 Done SARS-CoV-2 POSITIVEFlu A POSITIVE;Flu B POSITIVE,RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_03x 1810458243 60611 Positive Control 1 847921 210028896 7 2024-08-13T16:37:35-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_04x 1810459821 60611 Positive Control 1 847921 210086045 7 2024-08-13T716:37:10-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE,RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_05x 1810459503 60611 Positive Control 1 847921 667440 7 2024-08-13T16:36:45-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_06+ 1810458554 60611 Positive Control 1 847921 675318 7 2024-08-13T16:36:19-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE:Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_07+ 1810459914 60611 Positive Control 1 847921 750148 7 2024-08-13T16:35:54-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_08+ 1810458224 60611 Positive Controf 1 847921 882955 7 2024-08-13T16:35:28-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_09+ 1810459534 60611 Positive Control 1 847921 618383 7 2024-08-13T16:35:02-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_9_1_10+ 0 60611 v
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_01X 1810462629 60611 Positive Control 1 847921 875521 7 2024-08-13T18:39:40-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_02X 1810460917 60611 Paositive Control 1 847921 210034012 7 2024-08-13T18:39:16-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_03X 1810461361 60611 Positive Control 1 847921 210006976 7 2024-08-13T718:38:50-0700 Done SARS-CoV-2 POSITIVE;Fiu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_04X 1810463325 60611 Positive Control 1 847921 210028896 7 2024-08-13T718:38:26-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_05X 1810460993 60611 Positive Contral 1 847921 210040269 7 2024-08-13T718:37:59-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Fiu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_06+ 1810462942 60611 Positive Control 1 847921 753057 7 2024-08-13T718:37:33-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_07+ 1810461706 60611 Positive Control 1 847921 773451 7 2024-08-13T18:37:06-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Flu_RSV plus 2 POS_10_1_08+ 1810462722 60611 Positive Control 1 847921 656353 7 2024-08-13T718:36:40-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_FIu_RSV plus 2 POS_10_1_09+ 1810460994 60611 Positive Control 1 847921 868067 7 2024-08-13T18:36:13-0700 Done SARS-CoV-2 POSITIVE;Flu A POSITIVE;Flu B POSITIVE;RSV POSITIVE SARS-CoV-2 Target 1 POS
Xpress SARS-CoV-2_Fiu_RSV plus 2 POS_10_1_10+ 1810461450 60611 Positive Control 1 847921 220001256 7 2024-08-13T18:35:46-0700 Done SARS-CoV-2 POSITIVE Flu A POSITIVE:Flu B POSITIVE:RSV POSITIVE SARS-CoV-2 Target 1 POS
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VI:sr:Iaoyn Sample ID Car;;::ge Reagle[;\ tlot Test Type 'nSt;‘;z' ent M;‘;,:'e V:'Q'::an Start Time Status Test Resuit A'::rlny:e Usage Ta;get /;'::Jr::

User of printed copy is responsible for using current revision and discarding expired or obsolete revisions.
Current released version resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/13/2024 19:43




Part No.: XP3COV2/FLU/RSV-10

Batch No.: 1001441536

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377
Attachment 1
Rev: K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.3of 12
Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Target | Analyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Target | Analyte
Ct |EndPt Fit ot Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght s Name Usage # Result Ct |EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Height s Name Usage # Result Ct
323 464 PASS -9999 273 272 272 PASS 0 45 FluA1 Target 2 POS 296 836 PASS -9999 197 186 186 PASS 0 45 FuA2 Target 3 POS 324
32.3 434 PASS -9999 337 338 338 PASS 0 45 FluA1  Target 2 POS 30 737 PASS -9999 216 203 203 PASS 0 45 FluA2 Target 3 POS 327
324 436 PASS -9999 306 307 307 PASS 0 45 FluA1  Target 2 POS 30 752 PASS -9999 196 186 186 PASS 0 45 FluA2 Target 3 POS 325
324 447 PASS -9999 328 328 327 PASS 0 45 FluA1  Target 2 POS 298 773 PASS -9999 217 205 205 PASS 0 45 FluA2 Target 3 POS 324
33 406 PASS -9999 356 355 355 PASS 0 45 FluA1 Target 2 POS 30 768 PASS -9999 220 209 208 PASS 0 45 FluA2 Target 3 POS 3286
322 470 PASS -9999 325 326 325 PASS 0 45 FluA1 Target 2 POS 30 783 PASS -9999 185 173 173 PASS 0 45 FluA2 Target 3 POS 328
325 443 PASS -9999 312 313 312 PASS 0 45 FluA1 Target 2 POS 30 793 PASS -9999 183 175 175 PASS 0 45 FluA2 Target 3 POS 3286
324 449 PASS -9999 332 333 332 PASS 0 45 FluA 1 Target 2 POS 29.7 813 PASS -9999 201 189 189 PASS 0 45 FluA2 Target 3 POS 321
322 440 PASS -9999 367 368 367 PASS 0 45 FluA 1 Target 2 POS 297 796 PASS -9999 203 193 192 PASS 0 45 FluA2 Target 3 POS 32.2
325 442 PASS -9999 374 373 372 PASS 0 45 FluA1 Target 2 POS 30 734 PASS -9999 220 209 209 PASS 0 45 FluA2 Target 3 POS 325
323 435 PASS -9999 360 360 359 PASS 0 45 FluA 1 Target 2 POS 297 801 PASS -9999 203 191 191 PASS 0 45 FluA2 Target 3 POS 323
325 440 PASS -9999 358 357 356 PASS 0 45 FIuA 1 Target 2 POS 30 774 PASS -9999 203 192 192 PASS 0 45 FluA2 Target 3 POS 326
323 439 PASS -9999 303 307 306 PASS 0 45 FluA1 Target 2 POS 2986 806 PASS -9999 169 162 162 PASS 0 45 FluA2 Target 3 POS 322
32.7 426 PASS -9999 309 309 309 PASS 0 45 FluA1 Target 2 POS 298 799 PASS -9999 208 197 197 PASS 0 45 FluA2 Target 3 POS 327
325 453 PASS -9999 248 248 247 PASS 0 45 FluA1 Target 2 POS 29.9 802 PASS -9999 167 160 160 PASS 0 45 FIUA2 Target 3 POS 323
324 454 PASS -9999 327 326 325 PASS 0 45 FluA1 Target 2 POS 29.8 790 PASS -9999 227 213 213 PASS 0 45 FluA2 Target 3 POS 323
323 441 PASS -9999 300 300 299 PASS 0 45 FluA1  Target 2 POS 29.7 792 PASS -9999 201 190 190 PASS 0 45 FluA2 Target 3 POS 323
323 449 PASS -9999 299 299 299 PASS 0 45 FluA1  Target 2 POS 29.7 828 PASS -9999 188 178 178 PASS 0 45 FluA2 Target 3 POS 31.9
326 440 PASS -9999 345 345 344 PASS 0 45 FluA1 Target 2 POS 30 717 PASS -9999 203 191 190 PASS 0 45 FluA2 Target 3 POS 3286
322 453 PASS -9999 349 348 348 PASS 0 45 FluA1 Target 2 POS 29.7 B10 PASS -9999 211 197 197 PASS 0 45 FluA2 Target 3 POS 324
323 449 PASS -9999 365 364 363 PASS 0 45 FluA1 Target 2 POS 298 812 PASS -9999 203 190 190 PASS ] 45 FluA2 Target 3 POS 324
325 445 PASS -9999 386 384 384 PASS 0 45 FluA1 Target 2 POS 296 816 PASS -9999 220 208 208 PASS 0 45 FluA2 Target 3 POS 323
323 471 PASS -999¢9 320 318 317 PASS 0 45 FluA1 Target 2 POS 296 841 PASS -9999 180 170 169 PASS 0 45 FluA2 Target 3 POS 323
323 442 PASS -9999 273 273 273 PASS 0 45 FluA1 Target 2 POS 29.9 793 PASS -9999 176 167 166 PASS 0 45 FluA2 Target 3 POS 328
323 457 PASS -9999 376 375 373 PASS 0 45 FluA1 Target 2 POS 299 756 PASS -9999 196 185 184 PASS 0 45 FluA2 Target 3 POS 325
326 462 PASS -9999 272 272 271 PASS 0 45 FluA1 Target 2 POS 2906 910 PASS -9999 178 168 168 PASS 0 45 FluA2 Target 3 POS 3286
324 457 PASS -9999 267 267 266 PASS 0 45 FluA1 Target 2 POS 29.7 801 PASS -9999 200 189 188 PASS ] 45 FluA2 Target 3 POS 323
324 439 PASS -9999 370 3N 371 PASS 0 45 FluA1 Target 2 POS 298 770 PASS -9999 236 221 221 PASS 0 45 FluA2 Target 3 POS 324
325 448 PASS -9999 302 303 302 PASS 0 45 FluA1  Target 2 POS 30 794 PASS -9999 196 187 187 PASS 0 45 FluA2 Target 3 POS 326
322 453 PASS -9999 312 312 312 PASS 0 45 FluA1 Target 2 POCS 29.8 791 PASS -9999 206 195 195 PASS 0 45 FluA2 Target 3 POS 324
323 444 PASS -9999 311 311 310 PASS 0 45 Flu A1 Target 2 POS 296 787 PASS -8999 206 195 195 PASS 0 45 FluA2 Target 3 POS 323
327 420 PASS -9999 310 310 309 PASS [} 45 FluA1 Target 2 POS 297 796 PASS -9999 196 185 185 PASS 0 45 FWA2 Target 3 POS 324
32.4 456 PASS -9999 325 326 325 PASS [} 45 FluA1  Target 2 POS 297 775 PASS -9999 191 179 179 PASS 0 45 FluA2 Target 3 POS 323
32 453 PASS -9999 316 315 314 PASS 0 45 FluA1  Target 2 POS 298 733 PASS -9999 211 201 201 PASS 0 45 FluA2 Target 3 POS 323
31.9 449 PASS -9999 309 309 309 PASS [} 45 FluA1  Target 2 POS 29.7 771 PASS -9999 191 181 181 PASS 0 45 FluA2 Target 3 POS 324
32.7 418 PASS -9999 373 373 373 PASS [} 45 FluA 1 Target 2 POS 298 788 PASS -9999 206 194 194 PASS 0 45 FluA2 Target 3 POS 326
32 458 PASS -9999 360 359 358 PASS [} 45 FluA 1  Target 2 POS 296 810 PASS -9999 206 194 194 PASS 0 45 FluA2 Target 3 POS 322
322 450 PASS -9999 296 296 295 PASS 0 45 FluA1 Target 2 POS 29.7 825 PASS -9999 174 165 165 PASS 0 45 FluA2 Target 3 POS 322
325 430 PASS -9999 302 303 303 PASS [} 45 FluA1 Target 2 POS 296 814 PASS -8999 206 194 194 PASS 0 45 FluA2 Target 3 POS 324
321 457 PASS -9999 312 312 312 PASS [} 45 FluA1  Target 2 POS 29.9 781 PASS -8999 205 194 194 PASS 0 45 FluA2 Target 3 POS 328
323 442 PASS -9999 280 280 279 PASS 0 45 FluA1 Target 2 POS 30 738 PASS -9999 211 198 198 PASS 0 45 FluA2 Target 3 POS 324
323 466 PASS -9999 258 258 257 PASS 0 45 FluA 1  Target 2 POS 296 806 PASS -9999 200 188 188 PASS 0 45 FluA2 Target 3 POS 323
32.3 458 PASS -9999 347 348 347 PASS 0 45 FluA1  Target 2 POS 299 804 PASS -8999 189 177 176 PASS 0 45 FluA2 Target 3 POS 324
322 442 PASS -9999 319 320 320 PASS 0 45 FluA1 Target 2 POS 296 765 PASS -9999 206 197 197 PASS 0 45 FluA2 Target 3 POS 322
322 483 PASS -9999 232 232 231 PASS 0 45 FluA1 Target 2 POS 29.5 838 PASS -9999 163 1585 155 PASS 0 45 FluA2 Target 3 POS 323
325 440 PASS -9999 294 295 295 PASS 0 45 FluA1 Target 2 POS 29.8 792 PASS -9999 199 187 186 PASS 0 45 FluA2 Target 3 POS 325
323 454 PASS -9999 324 324 323 PASS 0 45 FluA1 Target 2 POS 29.7 818 PASS -9999 188 179 179 PASS 0 45 FluA2 Target 3 POS 32.5
32 471 PASS -9999 370 37 371 PASS 0 45 FluA1 Target 2 POS 29.7 829 PASS -9999 199 187 186 PASS 0 45 FluA2 Target 3 POS 323
322 490 PASS -9999 312 312 311 PASS 0 45 FluA 1 Target 2 POS 29.5 948 PASS -0999 175 165 165 PASS 0 45 FluA2 Target 3 POS 32,5
32.1 445 PASS -9999 312 312 312 PASS [} 45 FluA1 Target 2 POS 29.5 782 PASS -9999 196 185 185 PASS 0 45 FluA2 Target 3 POS 325
326 434 PASS -9999 374 375 374 PASS 0 45 FluAt  Target 2 POS 29.9 788 PASS -9999 207 194 193 PASS 0 45 FluA2 Target 3 POS 3286
323 454 PASS -9999 346 345 344 PASS 1] 45 FluA 1 Target 2 POS 30 779 PASS -8999 202 180 190 PASS 0 45 FluA2 Target 3 POS 3286
322 454 PASS -9999 305 305 304 PASS 1] 45 FluA1  Target 2 POS 295 820 PASS -8999 176 168 168 PASS 0 45 FluA2 Target 3 POS 321
326 435 PASS -9999 289 290 290 PASS 0 45 FluA1  Target 2 POS 296 813 PASS -9999 210 198 198 PASS [} 45 FluA2 Target 3 POS 325
32.5 420 PASS -9999 257 258 258 PASS 0 45 FluA1  Target 2 POS 30 697 PASS -9999 184 176 175 PASS 0 45 FluA2 Target 3 POS 328
32 445 PASS -9999 296 297 296 PASS 0 45 FluA1  Target 2 POS 29.7 821 PASS -9999 183 173 173 PASS 0 45 FluA2 Target 3 POS 324
324 446 PASS -9999 306 307 306 PASS 0 45 FluA 1  Target 2 POS 29.7 835 PASS -9999 176 168 168 PASS 0 45 FIuA2 Target 3 POS 324
31.9 455 PASS -9999 407 407 407 PASS 0 45 FluA 1  Target 2 POS 29.7 742 PASS -9999 220 209 208 PASS 0 45 FluA2 Target 3 POS 324
32.2 4862 PASS -9999 301 300 299 PASS 0 45 FluA1  Target 2 POS 296 807 PASS -9999 182 172 172 PASS 0 45 FluA2 Target 3 POS 323
31.8 450 PASS -9999 320 321 320 PASS [} 45 FluA1  Target 2 POS 296 788 PASS -9999 201 191 190 PASS 0 45 FluA2 Target 3 POS 324
32.3 449 PASS -9999 326 326 326 PASS 0 45 FluA1  Target 2 POS 29.9 795 PASS -9999 198 187 187 PASS 0 45 FluA2 Target 3 POS 324
32.3 429 PASS -9999 368 368 368 PASS 0 45 FluA 1  Target 2 POS 299 709 PASS -8999 209 198 198 PASS 0 45 FluA2 Target 3 POS 326
31.6 475 PASS -9999 353 353 353 PASS 0 45 FluA1  Target 2 POS 296 816 PASS -9999 198 187 187 PASS 0 45 FluA2 Target 3 POS 322
32.4 440 PASS -9999 299 298 298 PASS 0 45 FluA1  Target 2 POS 29.8 789 PASS -9999 174 167 167 PASS 0 45 FluA2 Target 3 POS 324
328 414 PASS -8999 316 318 315 PASS 0 45 FluA1  Target 2 POS 299 776 PASS -9999 211 200 200 PASS 0 45 FluA2 Target 3 POS 326
322 450 PASS -9999 306 307 307 PASS 0 45 FluA 1 Target 2 POS 29.7 809 PASS -9999 191 183 183 PASS 0 45 FluA2 Target 3 POS 324
31.8 480 PASS -9999 333 333 333 PASS o 45 FluA1  Target 2 POS 29.8 828 PASS -9999 220 206 205 PASS 0 45 FluA2 Target 3 POS 324
31.8 457 PASS -9999 304 304 303 PASS 0 45 FluA 1  Target 2 POS 294 813 PASS -9999 196 185 185 PASS 0 45 FluA2 Target 3 POS 321
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324 450 PASS -9999 303 302 302 PASS 0 45 FluA1  Target 2 POS 296 842 PASS -9999 183 174 174 PASS 0 45 FluA2 Target 3 POS 324
323 462 PASS -9999 365 364 363 PASS 0 45 FluA1 Target 2 POS 29.7 806 PASS -9999 204 191 191 PASS 0 45 FluA2 Target 3 POS 324
32.2 458 PASS -9999 310 310 310 PASS [} 45 FluA1 Target 2 POS 29.5 826 PASS -9999 185 184 184 PASS 0 45 FluA2 Target 3 POS 321
32.3 463 PASS -9999 205 204 203 PASS 0 45 FluA1  Target 2 POS 29.7 880 PASS -9999 121 114 113 PASS 0 45 FluA2 Target 3 POS 323
324 441 PASS -9999 364 362 361 PASS 0 45 FluA 1 Target 2 POS 29.7 797 PASS -9999 211 200 200 PASS 0 45 FluA2 Target 3 POS 323
322 471 PASS -9999 332 331 330 PASS 0 45 FluA 1 Target 2 POS 296 792 PASS -9999 184 174 174 PASS 0 45 FluA2 Target 3 POS 322
322 456 PASS -9999 279 279 278 PASS 0 45 FluA1 Target 2 POS 296 817 PASS -9999 183 174 174 PASS 0 45 FluA2 Target 3 POS 323
321 486 PASS -9999 374 373 371 PASS 0 45 FluA1 Target 2 POS 296 846 PASS -9999 187 176 176 PASS ) 45 FluA2 Target 3 POS 324
321 432 PASS -9999 286 286 285 PASS 0 45 FluA 1 Target 2 POS 29.9 711 PASS -8999 199 188 188 PASS 0 45 FluA2 Target 3 POS 324
323 469 PASS -9999 270 270 269 PASS 0 45 FluA1 Target 2 POS 286 852 PASS -9999 196 185 185 PASS 0 45 FluA2 Target 3 POS 323
324 463 PASS -9999 358 359 358 PASS 0 45 FluA1 Target 2 POS 299 795 PASS -9999 226 214 214 PASS 0 45 FluA2 Target 3 POS 325
32.3 448 PASS -9999 305 307 308 PASS 0 45 FluA1 Target 2 POS 29.5 800 PASS -8999 189 181 181 PASS 0 45 FluA2 Target 3 POS 323
327 444 PASS -9999 260 260 259 PASS 0 45 FluA1 Target 2 POS 30.1 827 PASS -8999 172 163 163 PASS 0 45 FluA2 Target 3 POS 326
325 433 PASS -9999 295 295 294 PASS 0 45 FluA1 Target 2 POS 295 762 PASS -9999 186 177 177 PASS 0 45 FluA2 Target 3 POS 323
322 475 PASS -9999 307 306 306 PASS 0 45 FluA1 Target 2 POS 294 839 PASS -8999 178 169 168 PASS 0 45 FluA2 Target 3 POS 321
324 460 PASS -9999 251 251 251 PASS 0 45 FIuA1 Target 2 POS 208 807 PASS -9999 181 173 173 PASS ] 45 FluA2 Target 3 POS 324
326 433 PASS -9999 257 258 257 PASS 0 45 FluA 1 Target 2 POS 29.7 868 PASS -8999 162 154 154 PASS 0 45 FluA2 Target 3 POS 322
323 449 PASS -9999 296 296 295 PASS 0 45 FuA1 Target 2 POS 296 788 PASS -9999 185 176 175 PASS ] 45 FluA2 Target 3 POS 323
324 459 PASS -9999 349 350 350 PASS 0 45 FluA1 Target 2 POS 297 814 PASS -9999 189 178 178 PASS 0 45 FluA2 Target 3 POS 325
324 463 PASS -9999 289 288 288 PASS 0 45 FluA 1 Target 2 POS 296 802 PASS -9999 174 165 165 PASS 0 45 FluA2 Target 3 POS 323
324 436 PASS -9999 332 333 333 PASS 0 45 FluA1 Target 2 POS 296 795 PASS -9999 206 196 196 PASS 0 45 FluA2 Target 3 POS 323
321 466 PASS -9999 336 336 335 PASS 0 45 FluA 1  Target 2 POS 29.5 817 PASS -9999 229 215 215 PASS 0 45 FluA2 Target 3 POS 323
32.3 456 PASS -9999 286 286 285 PASS 0 45 FluA 1 Target 2 POS 29.4 866 PASS -9999 185 175 175 PASS 0 45 FluA2 Target 3 POS 322
322 457 PASS -9999 317 317 317 PASS 0 45 FluA 1 Target 2 POS 295 829 PASS -9999 192 182 182 PASS 0 45 FluA2 Target 3 POS 324
326 468 PASS -9999 331 331 330 PASS 0 45 FIuA 1 Target 2 POS 206 823 PASS -9999 188 177 177 PASS 0 45 FIuA2 Target 3 POS 323
323 454 PASS -9999 344 343 342 PASS 0 45 FluA 1 Target 2 POS 297 834 PASS -9999 199 189 188 PASS 0 45 FluA2 Target 3 POS 325
31.8 436 PASS -9999 318 317 317 PASS 0 45 FluA 1 Target 2 POS 30 792 PASS -9999 167 189 169 PASS 0 45 FluA2 Target 3 POS 325
324 475 PASS -9999 306 305 304 PASS 0 45 FluA 1  Target 2 POS 29.7 805 PASS -9999 174 165 165 PASS 0 45 FluA2 Target 3 POS 324
324 438 PASS -8999 233 233 233 PASS 0 45 FIuA 1  Target 2 POS 29.8 801 PASS -9999 149 141 141 PASS 0 45 FluA2 Target 3 POS 32.4
324 467 PASS -9999 373 372 371 PASS 0 45 FlIuA 1 Target 2 POS 206 830 PASS -9999 183 183 182 PASS 0 45 FluA2 Target 3 POS 32.2
325 452 PASS -9999 273 273 272 PASS 0 45 FluA 1 Target 2 POS 29.7 819 PASS -9999 195 183 183 PASS 0 45 FWA2 Target 3 POS 325
Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycle | Analyte Target | Analyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Target | Analyte
Ct 1EndPt Fit ot Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght s Name Usage' P Result Ct |EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght s Name Usage: 4 Result Ct

User of printed copy is responsible for using current revision and discarding expired or obsolete revisions.
Current released version resides in Agile Workplace.
Cepheid Confidential Date Printed: 8/13/2024 19:43




Part No.: XP3COV2/FLU/RSV-10 Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus Document Nu":;terr 54733
achmen

Batch No.: 1001441536 Rev: K.2

Effective: 03/22/2024

Cartridge No. (LSP): 60611 p.50f 12

Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Target | Analyte Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Analyte

EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Helght s Name Usage # Result Ct |EndPt Fit ct Prb Chk 1| Prb Chk 2| Prb Chk 3 Result Height s Name Usage| Target # Result Ct |EndPt
340 PASS -9998 92 90 90 PASS 0 45 FluB Target 4 POS 31.8 549 PASS -9999 201 194 194 PASS 0 45 RSV Target 5§ POS 328 437
286 PASS -9999 101 99 99 PASS 0 45 FluB Target 4 POS 326 343 PASS -9999 181 176 176 PASS 0 45 RSV Target 5 POS 329 387
316 PASS -9999 103 101 101 PASS 0 45 FluB Target 4 POS 323 446 PASS -9999 192 186 186 PASS 0 45 RSV Target 5 POS 323 416
352 PASS -9999 102 101 101 PASS 0 45 FluB Target 4 POS 323 476 PASS -9999 229 223 223 PASS 0 45 RSV Target 5 POS 328 410
329 PASS -9999 107 105 105 PASS ] 45 FluB Target 4 POS 32.5 480 PASS -9999 239 232 231 PASS 0 45 RSV Target 5 POS 327 430
322 PASS -9999 99 97 97 PASS 1] 45 FluB Target 4 POS 32 523 PASS -9999 188 181 181 PASS 0 45 RSV Target 5 POS 33.1 413
322 PASS -9999 98 98 98 PASS 0 45 FluB Target 4 POS 322 483 PASS -9999 185 181 181 PASS 0 45 RSV Target 5 POS 32.7 423
346 PASS -9999 94 92 92 PASS 0 45 FluB Target 4 POS 31.8 571 PASS -9999 194 188 188 PASS 0 45 RSV Target 5 POS 325 445
344 PASS -9999 108 103 103 PASS 1] 45 FluB Target 4 POS 323 455 PASS -9999 202 196 196 PASS 0 45 RSV Target 5 POS 32.1 447
292 PASS -9999 117 114 114 PASS 0 45 FluB Target 4 POS 323 369 PASS -9999 157 153 153 PASS 0 45 RSV Target 5 POS 326 406
313 PASS -9999 106 104 104 PASS 0 45 FluB Target 4 POS 319 504 PASS -9999 193 187 187 PASS 0 45 RSV Target 5 POS 332 431
328 PASS -9999 110 108 108 PASS 1] 45 FluB Target 4 POS 319 543 PASS -9999 175 170 169 PASS 0 45 RSV Target 5 POS 324 435
329 PASS -9999 81 80 80 PASS 0 45 FluB Target 4 POS 31.5 566 PASS -9999 220 215 215 PASS 0 45 RSV Target 5 POS 323 452
327 PASS -9999 94 93 93 PASS 1] 45 FluB Target 4 POS 327 403 PASS -9999 189 183 183 PASS 0 45 RSV Target 5 POS 33 440
340 PASS -9999 79 78 78 PASS ] 45 FluB Target 4 POS 31.8 593 PASS -9999 165 163 162 PASS 0 45 RSV Target 5 POS 32,7 427
317 PASS -9999 101 99 99 PASS 0 45 FluB Target 4 POS 32 532 PASS -9999 197 190 190 PASS 0 45 RSV Target 5 POS 323 464
346 PASS -9999 98 96 96 PASS 0 45 FluB Target 4 POS 32.4 455 PASS -9999 201 195 195 PASS 0 45 RSV Target 5 POS 326 432
340 PASS -9999 96 94 94 PASS 1] 45 FluB Target 4 POS 322 485 PASS -9999 183 177 176 PASS 0 45 RSV Target 5 POS 325 434
286 PASS -9999 97 95 95 PASS 0 45 FluB Target 4 POS 323 318 PASS -9999 166 160 161 PASS 0 45 RSV Target 5 POS 328 397
325 PASS -9999 107 105 105 PASS 0 45 FluB Target 4 POS 32.2 440 PASS -9999 224 215 215 PASS 0 45 RSV Target 5 POS 324 434
338 PASS -9999 102 100 100 PASS 0 45 FluB Target 4 POS 32.4 426 PASS -9999 226 217 217 PASS 0 45 RSV Target 5 POS 325 422
327 PASS -9999 114 112 112 PASS 0 45 FluB  Target 4 POS 32.4 453 PASS -9999 230 223 223 PASS 0 45 RSV Target 5 POS 325 449
346 PASS -9999 79 79 78 PASS 0 45 FluB  Target 4 POS 32 547 PASS -9999 194 188 187 PASS 0 45 RSV Target 5 POS 323 445
318 PASS -9999 102 100 100 PASS 4] 45 FluB Target 4 POS 31.7 554 PASS -9999 177 172 172 PASS 0 45 RSV Target 5 POS 326 441
303 PASS -9999 104 102 102 PASS 0 45 FluB  Target 4 POS 32 442 PASS -9999 157 152 152 PASS 0 45 RSV Target 5 POS 324 406
301 PASS -9999 76 76 76 PASS 0 45 FluB  Target 4 POS 32 495 PASS -9999 161 156 156 PASS 0 45 RSV Target 5 POS 321 479
330 PASS -9999 95 93 93 PASS 0 45 FluB  Target 4 POS 31.6 581 PASS -9999 205 198 198 PASS 0 45 RSV Target 5 POS 323 431
309 PASS -9999 108 106 106 PASS 0 45 FluB  Target 4 POS 321 469 PASS -9999 198 191 191 PASS 0 45 RSV Target 5 POS 322 413
322 PASS -9999 106 105 105 PASS 0 45 FluB  Target 4 POS 327 429 PASS -8999 194 188 188 PASS 0 45 RSV Target 5 POS 326 428
338 PASS -9999 98 96 96 PASS 0 45 FluB  Target 4 POS 324 444 PASS -9999 216 210 209 PASS 0 45 RSV Target 5 POS 327 424
333 PASS -9999 97 96 96 PASS 0 45 FluB  Target 4 POS 321 491 PASS -9999 228 221 221 PASS 0 45 RSV Target 5 POS 32 421
297 PASS -9999 95 94 93 PASS 0 45 FluB Target 4 POS 321 491 PASS -9999 210 203 203 PASS 0 45 RSV Target 5 POS 323 432
312 PASS -9999 101 98 98 PASS 0 45 FluB Target 4 POS 324 372 PASS -9999 183 176 176 PASS 0 45 RSV Target 5 POS 324 403
297 PASS -9999 113 111 111 PASS 0 45 FluB Target 4 POS 32.3 429 PASS -9999 213 207 207 PASS 0 45 RSV Target 5 POS 325 406
329 PASS -9999 91 90 90 PASS 0 45 FluB Target 4 POS 325 436 PASS -9999 211 205 205 PASS 0 45 RSV Target 5 POS 325 415
316 PASS -9999 108 106 106 PASS 0 45 FluB Target 4 POS 32 482 PASS -9999 197 191 190 PASS 0 45 RSV Target 5 POS 322 451
337 PASS -9999 112 109 109 PASS 0 45 FluB Target 4 POS 321 469 PASS -9999 176 170 170 PASS 0 45 RSV Target 5 POS 323 442
338 PASS -9999 79 78 78 PASS 0 45 FluB Target 4 POS 316 582 PASS -9999 203 196 196 PASS 0 45 RSV Target 5 POS 328 455
319 PASS -8999 92 91 91 PASS 0 45 FluB Target 4 POS 322 481 PASS -9999 198 192 192 PASS 0 45 RSV Target 5 POS 327 432
295 PASS -8999 98 97 96 PASS 0 45 FluB Target 4 POS 316 512 PASS -9999 162 158 158 PASS 0 45 RSV Target 5 POS 326 419
298 PASS -9999 95 94 93 PASS 0 45 FluB Target 4 POS 326 334 PASS -9999 187 180 180 PASS 1} 45 RSV Target 5 POS 32.5 395
325 PASS -9999 97 96 95 PASS 0 45 FluB Target 4 POS 32.2 435 PASS -9999 202 194 194 PASS 4] 45 RSV Target 5 POS 326 425
316 PASS -9999 103 101 101 PASS 0 45 FluB Target 4 POS 322 426 PASS -9999 172 165 165 PASS 0 45 RSV Target 5 POS 328 406
320 PASS -9999 111 109 109 PASS 0 45 FluB Target 4 POS 318 517 PASS -9999 201 196 196 PASS 4] 45 RSV Target 5 POS 325 416
304 PASS -9999 74 73 73 PASS 0 45 FluB Target 4 POS 325 424 PASS -9999 167 162 162 PASS 4] 45 RSV Target 5 POS 322 456
311 PASS -9999 104 102 101 PASS 0 45 FluB Target 4 POS 317 521 PASS -9999 194 187 187 PASS 0 45 RSV Target 5 POS 325 43
345 PASS -9999 ., 9 94 94 PASS 0 45 FluB Target 4 POS 32 546 PASS -9999 202 197 197 PASS 0 45 RSV Target 5 POS 324 447
328 PASS -9999 106 104 104 PASS 0 45 FluB Target 4 POS 32.1 527 PASS -9999 215 208 208 PASS ] 45 RSV Target 5 POS 32.7 452
306 PASS -9999 85 84 84 PASS 0 45 FluB Target 4 POS 321 461 PASS -9999 166 161 161 PASS 0 45 RSV Target 5 POS 328 537
279 PASS -9999 95 94 93 PASS 0 45 FluB Target 4 POS 31.8 466 PASS -9999 185 180 180 PASS 0 45 RSV Target 5 POS 325 443
323 PASS -8999 106 104 104 PASS 0 45 FluB Target 4 POS 325 402 PASS -9999 192 186 186 PASS 0 45 RSV Target 5 POS 324 447
296 PASS -9999 108 106 106 PASS 0 45 Fiu 8 Target 4 POS 327 358 PASS -9999 163 157 157 PASS 0 45 RSV Target 5 POS 325 435
335 PASS -9999 81 80 80 PASS 0 45 FluB Target 4 POS 316 560 PASS -9999 208 203 202 PASS 0 45 RSV Target 5 POS 321 485
308 PASS -9999 93 92 91 PASS "] 45 FluB Target 4 POS 322 466 PASS -9999 196 190 190 PASS 0 45 RSV Target 5 POS 324 452
249 PASS -9999 80 79 79 PASS [} 45 FiuB Target 4 POS 325 237 PASS -9999 135 131 132 PASS 0 45 RSV Target 5 POS 328 394
300 PASS -9999 96 94 94 PASS 1] 45 FluB Target 4 POS 319 497 PASS -9999 177 173 172 PASS 0 45 RSV’ Target 5 POS 323 449
348 PASS -9999 89 87 87 PASS 0 45 FluB Target 4 POS 32" 543 PASS -9999 180 176 176 PASS 0 45 RSV Target 5 POS 323 453
318 PASS -9999 125 123 122 PASS 0 45 FluB Target 4 POS 32 484 PASS -9999 234 227 227 PASS 0 45 RSV Target 5 POS 325 418
319 PASS -9999 95 94 94 PASS 0 45 FluB Target 4 POS 321 461 PASS -9999 209 203 202 PASS 0 45 RSV Target 5 POS 32.1 444
302 PASS -999¢ a3 92 92 PASS 0 45 FluB Target 4 POS 31.8 512 PASS -9999 187 182 182 PASS 0 45 RSV Target 5 POS 32 478
335 PASS -9999 a3 92 92 PASS 0 45 FluB Target 4 POS 321 522 PASS -9999 194 188 188 PASS 0 45 RSV Target 5 POS 325 433
283 PASS -9999 111 109 109 PASS ) 45 FluB Target 4 POS 3286 291 PASS -9999 181 175 175 PASS 0 45 RSV Target 5 POS 324 411
338 PASS -999¢ 107 105 104 PASS 0 45 FluB Target 4 POS 32.2 483 PASS -9999 182 176 176 PASS 0 45 RSV Target 5 POS 325 446
326 PASS -9999 81 80 80 PASS 0 45 FluB Target 4 POS 31.8 517 PASS -9999 192 187 188 PASS 0 45 RSV Target 5 POS 327 442
326 PASS -9999 94 93 93 PASS 0 45 FluB Target 4 POS 31.9 533 PASS -9999 197 192 192 PASS 0 45 RSV Target 5 POS 325 426
301 PASS -9999 88 87 87 PASS 0 45 FluB Target 4 POS 31.9 502 PASS -9999 160 167 157 PASS 0 45 RSV Target 5 POS 323 439
325 PASS -9999 100 98 98 PASS ) 45 FluB Target 4 POS 317 566 PASS -9999 191 183 184 PASS 0 45 RSV Target 5 POS 326 485
349 PASS -9999 92 90 90 PASS 0 45 FluB Target 4 POS 32 512 PASS -9999 197 192 191 PASS 0 45 RSV Target 5 POS 32.3 446
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§ Curve | Target Delta Probe Check | 2nd Deriv Peak | Cycle | Analyte Target | Analyte Curve | Target Delta Probe Check | 2nd Derlv Peak | Cycle | Analyte Analyte

[ EndPt Eit ct Prb Chk 1|Prb Chk.2{Prb Chk 3 Result Helght s Name Usage| 4 Result Ct |EndPt Fit ot Prb Chk 1| Prb Chk 2| Prb Chk 3 Resuit Height s Name Usage| Target # Result Ct (EndPt
334 PASS -9999 96 94 94 PASS 0 45 Flu B Target 4 POS 314 610 PASS -9999 191 186 185 PASS 0 45 RSV Target 5 POS 327 448
347 PASS -9999 99 97 97 PASS 0 45 FluB Target 4 POS 317 578 PASS -9999 2186 209 209 PASS 0 45 RSV Target 5 POS 323 444
333 PASS -9999 92 91 91 PASS [} 45 FluB Target 4 POS 32 509 PASS -9999 188 182 182 PASS 0 45 RSV Target 5 POS 321 483
328 PASS -9999 65 64 64 PASS 4] 45 FluB Target 4 POS 328 392 PASS -9999 169 154 154 PASS [ 45 RSV Target 5 POS 324 451
294 PASS -9999 108 104 104 PASS 0 45 Flu B Target 4 POS 32.1 456 PASS -9999 208 202 201 PASS 0 45 RSV Target 5 POS 325 429
328 PASS -9999 84 83 82 PASS 4] 45 FluB Target 4 PCS 323 396 PASS -9999 187 181 181 PASS 0 45 RSV Target 5 POS 321 430
342 PASS -9999 104 103 103 PASS 0 45 FluB Target 4 POS 32 569 PASS -9999 184 179 179 PASS Q 45 RSV Target 5 POS 327 443
354 PASS -9999 102 101 100 PASS 0 45 FluB Target 4 POS 32.1 489 PASS -9999 166 161 161 PASS 0 45 RSV Target 5 POS 32 452
265 PASS -9999 87 86 86 PASS 0 45 FluB Target 4 POS 32.5 240 PASS -9999 159 185 154 PASS 0 45 RSV Target 5 POS 33 379
340 PASS -9999 91 89 89 PASS 0 45 FluB Target 4 POS 31.7 554 PASS -9999 202 195 195 PASS Q 45 RSV Target 5 POS 322 456
330 PASS -9999 105 104 104 PASS 0 45 FluB Target 4 POS 324 414 PASS -9999 189 183 183 PASS 0 45 RSV Target 5 POS 323 423
313 PASS -9999 101 101 101 PASS 0 45 FluB Target 4 POS 31.8 490 PASS -9999 179 175 175 PASS 0 45 RSV Target 5 POS 32.2 435
359 PASS -9999 79 78 78 PASS 0 45 FluB Target 4 POS 324 489 PASS -9999 182 178 176 PASS 0 45 RSV Target 5 POS 325 433
274 PASS -8999 93 91 92 PASS 0 45 FluB Target 4 POS 32 374 PASS -9999 160 155 156 PASS 0 45 RSV Target 5 POS 323 408
335 PASS -9999 88 86 86 PASS 0 45 FluB Target 4 POS 321 489 PASS -9999 203 196 197 PASS 0 45 RSV Target 5 POS 324 435
332 PASS -9999 82 81 81 PASS 0 45 FluB Target 4 POS 324 416 PASS -8999 170 165 165 PASS 0 45 RSV Target 5 POS 325 452
356 PASS -9999 83 82 82 PASS [} 45 FluB Target 4 POS 328 467 PASS -9999 200 193 193 PASS [} 45 R8sV Target 5 POS 32.5 426
333 PASS -9899 95 94 93 PASS 0 45 FluB Target 4 POS 324 435 PASS -9999 193 188 188 PASS 0 45 RSV Target 5 POS 324 428
295 PASS -9999 98 97 97 PASS 0 45 FiuB Target 4 POS 32.2 378 PASS -9999 180 174 174 PASS 0 45 RSV Target 5 POS 326 442
315 PASS -9999 95 93 94 PASS 0 45 FluB Target 4 POS 323 446 PASS -9999 208 201 201 PASS 0 45 RSV Target 5 POS 324 437
339 PASS -9999 99 98 98 PASS 0 45 FluB Target 4 POS 32 521 PASS -9999 195 190 190 PASS 0 45 RSV Target 5 POS 329 454
331 PASS -9999 104 103 103 PASS 0 45 FluB Target 4 POS 32 526 PASS -9999 204 198 197 PASS 0 45 RSV Target 5 POS 323 472
358 PASS -9999 86 84 84 PASS 0 45FuB  Target 4 POS 321 511 PASS -9999 183 178 177 PASS 0 45RSV  Target 5 POS 325 461
335 PASS -8999 95 93 893 PASS 0 45 FluB Target 4 POS 319 555 PASS -9999 208 198 198 PASS 0 45 RSV Target 5 POS 32.4 441
331 PASS -9999 89 87 87 PASS 0 45 Flu B Target 4 POS 31.7 579 PASS -9999 196 190 190 PASS 0 45 RSV Target 5 POS 32.9 432
320 PASS -9999 98 96 96 PASS 0 45 FluB Target 4 POS 328 364 PASS -9999 218 211 211 PASS 0 45 RSV Target 5 POS 326 435
328 PASS -9999 80 89 89 PASS Q 45 FluB Target 4 POS 32.7 429 PASS -9999 224 217 218 PASS 0 45 RSV Target 5 POS 324 405
303 PASS -9999 78 77 77 PASS 0 45 FluB Target 4 POS 32.3 487 PASS -9999 191 186 186 PASS 0 45 RSV Target 5 POS 326 427
298 PASS -9999 83 82 82 PASS 0 45 FluB Target 4 POS 32.1 460 PASS -9999 147 143 143 PASS 0 45 RSV Target 5 POS 323 428
343 PASS -9999 99 98 98 PASS 0 45 FluB Target 4 POS 31.8 526 PASS -9999 187 163 153 PASS Q 45 RSV Target 5 POS 328 439
325 PASS -9999 91 89 89 PASS Q 45 FluB Target 4 POS 325 423 PASS -9999 201 194 193 PASS 0 45 RSV Target 5 POS 32.5 430

Endpt c‘;';"’ Ta'“‘g‘m““ Prb Chk 1| Prb Chk 2| Prb Chk 3 P'°::si"':°" 2nd g:{;‘;{’eak cy:'e A,\',“:I'ny;e Usage T“;ge' ’;’fs'l‘ﬁf ¢t |Endpt c::e Ta"’eétne"a Prb Chk 1| Prb Chk 2| Prb chk 3| © '°Rb:si"'f°k 2nd 3:%‘;:’“‘“‘ cy:'e A,\"’:"ny:’ Usage] Target # ’;:;'m Ct |Endpt
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Part No.: XP3COV2/FLU/RSV-10
Batch No.: 1001441536

Cartridge No. (LSP): 60611

Product QC Testing Worksheet-Xpress SARS-CoV-2/FIu/RSV plus

Document Number: D47377

Afttachment 1
Rev: K.2

Effective: 03/22/2024

2nd
. Probe Probe Interpret
2nd Deriv Peak Analyte Analyte Target | Prb Chk|Prb Chk| Prb Chk Deriv Analyte Prb Chk | Prb Chk| Prb Chk Max Min Patient | Quantitati | Quantitat!
Helght  |CY®1®8| Name |USa8e| Target# | o cup | Gt [ENdPY Curve Fit oo ce| 1 2 3 |Check] poak |CVEIeS) Name |USREE| 4 2 3 |Gk pragsure|pressure|[ET| b | ve value | ve Unit | 289"
Resuit Helght Result Flag
0 45 SPC SPC 12345 NA 275 188 NA -9999 72 71 71 PASS 0 45 QC1 Probe 227 208 208 PASS 543 -14
0 45 SPC SPC 12345 NA 28.2 165 NA -9999 80 79 79 PASS 0 45 QC1 Probe 189 175 175 PASS 746 -17.3
0 45 SPC SPC 12345 NA 279 181 NA -9999 81 79 79 PASS 0 45 QC1 Probe 201 182 182 PASS 676 -2086
0 45 SPC SPC 12345 NA 278 190 NA -9899 88 87 86 PASS 0 45 QC1 Probe 244 217 217 PASS 556 -17.2
0 45 SPC SPC 123,45 NA 277 199 NA -9999 93 92 92 PASS 0 45 QC1 Probe 246 224 224 PASS 61.8 -18.3
0 45 SPC SPC  1,2345 NA 278 181 NA -9999 87 85 86 PASS 0 45 QC1 Probe 197 178 176 PASS 66.3 -15.5
0 45 SPC SPC 12345 NA 278 182 NA -9999 70 70 70 PASS 0 45 QCt Probe 208 187 187 PASS 7.2 -18
0 45 SPC SPC 12345 NA 274 191 NA -9999 84 82 82 PASS 0 45 QC1 Probe 211 195 195 PASS 65.3 -13.9
1] 45 SPC SPC 12345 NA 277 188 NA -9999 85 84 83 PASS 0 45 QC1 Probe 213 195 195 PASS 63.7 -16.8
0 45 SPC SPC 12345 NA 28.2 160 NA -9999 90 89 89 PASS 0 45 QC1 Probe 170 166 166 PASS 60.7 -15.4
0 45 SPC SPC 12345 NA 277 181 NA -9999 86 85 85 PASS 0 45 QC1 Probe 206 188 188 PASS 62.4 -21.9
[} 45 SPC SPC 12345 NA 2786 186 NA -9999 84 83 83 PASS [} 45 QC1 Probe 196 177 176 PASS 54.1 -14.5
0 45 SPC SPC 12345 NA 277 177 NA -9999 79 79 79 PASS i} 45 QC1 Probe 248 213 213 PASS 67.2 -155
0 45 SPC SPC 12345 NA 278 178 NA -9999 83 81 81 PASS 4} 45 QC1 Probe 2186 195 195 PASS 55.4 -10.8
[} 45 SPC SPC 12345 NA 276 191 NA -9999 7 70 70 PASS [} 45 QC1 Probe 177 158 158 PASS 59.4 -14.1
[} 45 SPC SPC 12,345 NA 275 192 NA -9999 86 85 85 PASS [} 45 QC1 Probe 209 191 191 PASS 57.4 -11.4
0 45 SPC SPC 12345 NA 274 191 NA -9999 98 92 92 PASS 4] 45 QC1 Probe 223 202 202 PASS 63.2 -9.5
0 45 SPC SPC 12,345 NA 27.6 190 NA -9999 81 79 79 PASS 0 45 QC1 Probe 207 187 187 PASS 58.9 -13.4
0 45 SPC SPC 12345 NA 282 146 NA -9999 91 89 89 PASS 0 45 QC1 Probe 181 164 164 PASS 70.2 -134
0 45 SPC SPC 12345 NA 276 180 NA -9999 91 90 80 PASS 0 45 QC1 Probe 236 218 217 PASS 67.1 -19.4
0 45 SPC SPC 12,345 NA 21.7 186 NA -9999 87 85 85 PASS 0 45 QC1 Probe 231 213 213 PASS 68.3 -11.5
0 45 SPC SPC 12345 NA 276 187 NA -9999 94 92 92 PASS 0 45 QC1 Probe 249 228 228 PASS 63.9 -12.7
0 45 SPC SPC 12345 NA 275 201 NA -9999 81 80 80 PASS 0 45 QC1 Probe 210 193 193 PASS 59.8 -17.9
0 45 SPC SPC 11,2345 NA 278 180 NA -9999 83 82 82 PASS 0 45 QC1 Probe 191 177 177 PASS 81.7 -21.1
0 45 SPC SPC 123,45 NA 279 164 NA -9999 102 99 99 PASS 0 45 QC1 Probe 166 149 149 PASS 59 -16.3
0 45 SPC SPC 12345 NA 2841 179 NA -9999 60 60 60 PASS 0 45 QC1 Probe 184 173 173 PASS 80 -28.7
0 45 SPC SPC 12345 NA 277 188 NA -9999 74 73 73 PASS 0 45 QC1 Probe 224 207 207 PASS 58.2 -11.6
0 45 SPC SPC  1,2345 NA 278 174 NA -9989 84 83 83 PASS 0 45 QC1 Probe 208 185 195 PASS 63 -16.9
0 45 SPC SPC 12345 NA 277 187 NA -9999 81 80 80 PASS 0 45 QC1 Probe 206 191 191 PASS 646 -17.4
0 45 SPC SPC 12345 NA 275 181 NA -9989 84 82 82 PASS ] 45 QC1 Probe 235 209 209 PASS 68.3 -15.8
0 45 SPC SPC 12345 NA 278 180 NA -9999 82 81 81 PASS ] 45 QC1 Probe 239 215 215 PASS 58 -15.2
0 45 SPC SPC 12345 NA 217 182 NA -9999 79 77 78 PASS ] 45 Qc1 Probe 215 198 197 PASS 64.4 -14.9
[ 45 SPC SPC 12345 NA 279 179 NA -9999 89 88 87 PASS 0 45 QC1 Probe 188 173 172 PASS 60.2 -15.1
[} 45 SPC SPC 12345 NA 2786 188 NA -9989 84 83 83 PASS 0 45 QC1 Probe 231 211 211 PASS 542 -17
[} 45 SPC SPC  1,2345 NA 276 176 NA -9999 83 81 81 PASS 1] 45 QC1 Probe 217 201 200 PASS 64.5 -9.2
0 45 SPC SPC 12345 NA 275 192 NA -9999 88 86 87 PASS 0 45 QC1 Probe 210 195 195 PASS 62.8 -19.4
0 45 SPC SPC 12345 NA 273 185 NA -9999 85 84 84 PASS 0 45 QC1 Probe 196 179 179 PASS 59.7 -17.6
0 45 SPC SPC 12345 NA 277 178 NA -9999 77 75 75 PASS 0 45 QC1 Probe 220 194 194 PASS 57.7 -16.9
0 45 SPC SPC 12345 NA 275 188 NA -9999 80 78 79 PASS 0 45 QC1 Probe 223 200 200 PASS 62.6 -14.1
0 45 SPC SPC 12345 NA 282 175 NA -9999 83 82 82 PASS 0 45 QC1 Probe 190 168 168 PASS 63.6 -12.4
0 45 SPC SPC  1,2345 NA 279 166 NA -9999 77 76 76 PASS 0 45 QC1 Probe 196 181 181 PASS 66 -15.4
0 45 SPC SPC 12345 NA 27.4 189 NA -9999 76 75 75 PASS 0 45 QC1 Probe 223 207 206 PASS 55.7 -14
0 45 SPC SPC 12345 NA 278 177 NA -9999 78 77 77 PASS 0 45 QC1 Probe 183 171 171 PASS 77.5 -17.8
0 45 SPC SPC 12345 NA 275 185 NA -9999 83 82 82 PASS 0 45 QC1 Probe 211 194 194 PASS 56.2 -15.7
0 45 SPC SPC 12345 NA 277 175 NA -9999 63 62 62 PASS 0 45 QC1 Probe 182 167 166 PASS 61 -16.9
0 45 SPC SPC 12345 NA 278 177 NA -9999 94 91 92 PASS 0 45 QC1 Probe 216 190 190 PASS 56.8 -14.8
0 45 SPC SPC 12345 NA 274 201 NA -9999 80 80 80 PASS 0 45 QC1 Probe 220 204 205 PASS 59.5 -15.8
0 45 SPC SPC 12345 NA 217 182 NA -9999 88 86 86 PASS o 45 QC1 Probe 232 212 212 PASS 574 -18.9
4] 45 SPC SPC 12345 NA 282 208 NA -9999 78 76 76 PASS [} 45 QC1 Probe 212 194 194 PASS 80 -29.8
0 45 SPC SPC 12345 NA 276 173 NA -9999 90 88 88 PASS [+} 45 QC1 Probe 207 188 188 PASS 64.6 -176
0 45 SPC SPC 12345 NA 277 185 NA -9999 85 83 84 PASS ] 45 QC1 Probe 204 188 187 PASS 69.1 -18.7
0 45 SPC SPC  1,2345 NA 278 180 NA -9999 83 82 82 PASS 4] 45 QC1 Probe 178 163 163 PASS 61.4 -12.2
[} 45 SPC SPC 12345 NA 275 183 NA -9999 77 76 76 PASS ] 45 QC1 Probe 224 199 198 PASS 55 -20.2
0 45 SPC SPC 12345 NA 274 191 NA -8999 80 79 79 PASS 0 45 QC1 Probe 223 202 202 PASS 54.5 -20.7
4] 45 SPC SPC 12345 NA 285 140 NA -9999 66 66 66 PASS 0 45 QC1 Probe 151 137 137 PASS 64.1 -19.7
[} 45 SPC SPC 12345 NA 217 184 NA -9999 85 84 84 PASS 0 45 QC1 Probe 201 180 179 PASS 55.5 -14
0 45 SPC SPC 12345 NA 274 181 NA -9999 73 72 72 PASS 0 45 QC1 Probe 196 181 180 PASS 56.86 -17.6
0 45 SPC SPC 12345 NA 274 177 NA -9999 102 100 100 PASS 0 45 QC1 Probe 248 224 224 PASS 50 -17.6
0 45 SPC SPC  1,234,5 NA 275 189 NA -9999 89 88 88 PASS 0 45 QC1 Probe 223 204 204 PASS 58 -14.2
0 45 SPC SPC 12345 NA 276 179 NA -9999 85 83 83 PASS 0 45 QC1 Probe 206 187 187 PASS 50.1 -227
0 45 SPC SPC 1,2345 NA 278 187 NA -9999 82 81 81 PASS 0 45 QC1 Probe 212 194 194 PASS 64 -89
0 45 SPC SPC 12345 NA 281 152 NA -9999 90 89 89 PASS 0 45 QC1 Probe 191 173 173 PASS 59.7 -189
0 45 SPC SPC 12345 NA 2786 183 NA -9999 83 82 82 PASS 0 45 QC1 Probe 203 181 181 PASS 64.3 -1486
0 45 SPC SPC  1,234,5 NA 279 167 NA -9999 79 78 78 PASS 0 45 QC1 Probe 214 186 186 PASS 731 -16.7
0 45 SPC SPC  1,234,5 NA 277 185 NA -9999 82 81 80 PASS 0 45 QC1 Probe 225 200 199 PASS 595 -18.1
0 45 SPC SPC 12345 NA 277 178 NA -9999 76 76 76 PASS 0 45 QC1 Probe 180 168 167 PASS 58.2 -15
0 45 SPC SPC 12345 NA 2786 190 NA -9999 83 81 81 PASS 0 45 QC1 Probe 210 192 192 PASS 60.2 9.4
0 45 SPC SPC 12345 NA 275 185 NA -9999 89 87 87 PASS 0 45 QC1 Probe 219 198 197 PASS 57 -20.6
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y2nd Deriv Peak Analyte Analyte Target | Peb Ciik | Prb Chik | Prb chic| FroPe Dz::v Analyte Prb Chi | Prb Chk | Prb chk| P72 Max Min Patient | Quantitati| Quantitati| "S"P"et
[ Height Cycles Name Usage | Target # Result Ct | EndPt| Curve Fit Deita Ct 1 2 3 Check Peak Cycles Name Usage 1 2 3 Check Pressure | Pressure Error D ve Value | ve Unit ation
Result ‘el Result Flag
0 458PC  SPC 12345 NA 274 195 NA -9999 79 79 79 PASS 0 45Qc1  Probe 222 200 200 PASS 835  -17.9
0  45SPC  SPC 12345 NA 275 184 NA -9999 95 N 93 PASS 0  45QCt  Probe 238 217 217 PASS 637  -159
0 45SPC  SPC 12345 NA 275 191 NA -9999 85 83 83 PASS 0 45QCt  Probe 220 190 190 PASS 51 -146
0 45SPC  SPC 12345 NA 279 192 NA -9999 53 53 52 PASS 0  45QCt  Probe 168 153 153 PASS 635 157
0 45SPC  SPC 12345 NA 279 176 NA -9999 86 84 84 PASS 0  45QCt  Probe 228 203 203 PASS 541 -139
0 45SPC  SPC 12345 NA 27.7 186 NA -9999 85 84 84 PASS 0  45QC1  Probe 204 183 184 PASS 522 -162
0 45SPC  SPC 12345 NA 273 197 NA -9999 83 82 82 PASS 0  45QC1  Probe 207 187 187 PASS 543 214
0  45SPC  SPC 12345 NA 275 194 NA -9999 99 %6 9 PASS 0  45QC1  Probe 185 163 163 PASS 537 168
0 45SPC  SPC 12345 NA 287 131 NA 9999« 70 69 89 PASS 0 45QC1  Probe 173 158 158 PASS 561 158
0 45SPC  SPC 12345 NA 276 192 NA -9999 70 70 69 PASS 0 45QC1  Probe 232 212 212 PASS 568  -10.5
0  45SPC  SPC 12345 NA 279 179 NA -9999 82 81 81 PASS 0  45QC1  Probe 213 196 196 PASS 875 145
0 45SPC  SPC 12345 NA 276 168 NA -9999 80 78 79 PASS 0 45QC1  Probe 197 179 178 PASS 564 178
0 45SPC  SPC 12345 NA 281 181 NA -9999 75 74 74 PASS 0  45QC1  Probe 199 176 176 PASS 558 232
0  45SPC  SPC 12345 NA 281 153 NA -9999 78 77 77 PASS 0  45QC1  Probe 181 162 162 PASS 555 128
0  45SPC  SPC 12345 NA 276 172 NA -9999 84 82 82 PASS 0 45QC1  Probe 219 200 199 PASS 86.3  -13.1
0 45SPC  SPC 12345 NA 27.7 186 NA -9999 69 68 68 PASS 0 45QCct  Probe 192 171 171 PASS 68.8 -15
0  45SPC  SPC 12345 NA 284 170 NA -9999 72 71 71 PASS 0 45QCt  Probe 208 183 183 PASS 506 154
0 45SPC  SPC 12345 NA 276 187 NA -9999 79 78 78 PASS 0 45QCt  Probe 207 189 189 PASS 562 154
0 45SPC  SPC 12345 NA 281 157 NA -9999 81 79 79 PASS 0 45QCt  Probe 200 180 180 PASS 51 -176
0 45SPC  SPC 12345 NA 27.8 183 NA -9999 87 87 86 PASS 0 450QCt  Probe 227 203 203 PASS 632  -17.6
0 45SPC  SPC 12345 NA 27.7 183 NA -9999 93 91 91 PASS 0 45QC1  Probe 219 198 193 PASS 636  -16.3
0 45SPC  SPC 12345 NA 275 192 NA -8999 88 87 87 PASS 0  45QC1  Probe 222 208 203 PASS 569 286
0 45SPC  SPC 12345 NA 276 192 NA -9999 82 81 81 PASS 0 45Qc1  Probe 210 187 187 PASS 65.5 .19
0 45SPC  SPC 12345 NA 276 193 NA -9999 80 79 79 PASS 0  45QC1  Probe 231 207 207 PASS 588 119
0 45SPC  SPC 12345 NA 276 177 NA -9999 84 83 83 PASS 0  45Qc1  Probe 213 193 193 PASS 851  -16.9
0 45SPC  SPC 12345 NA 279 186 NA -9999 84 83 83 PASS 0 45QC1  Probe 229 209 209 PASS 625  -13.1
0  45SPC  SPC 12345 NA 284 156 NA -9999 72 72 71 PASS 0 45QC1  Probe 223 202 201 PASS 602  -19.2
0  45SPC  SPC 12345 NA 27.7 184 NA -9999 80 79 79 PASS 0  45QC1  Probe 204 186 186 PASS 65 -14.1
0  45SPC  SPC 12345 NA 281 164 NA -9999 68 67 67 PASS 0 45QC1  Probe 166 146 146 PASS 545 219
0 45SPC  SPC 12345 NA 27.6 187 NA -9999 93 91 91 PASS 0 45QC1  Probe 174 154 154 PASS 537  -12.9
0  45SPC  SPC 12345 NA 27.8 183 NA -9999 74 73 73 PASS 0 45QC1  Probe 215 198 198 PASS 68.5 -19
2nd Derlv Peak Analyte Analyte Target | Prb Chk| Prb chk| prb chi| PToPe Dz:r‘:v Analyte Prb Chk| Prb Chi | Prb chk| P28 | Max Min Patient | Quantitatt| Quantitati| "MePTet
Height Cycles Name Usage Target # Result Gt |EndPt) Curve Fit Deita Ct 1 2 3 Check Peak Cycles Name Usage 1 2 3 Check Pressure | Pressure Error D ve Value | ve Unit atlon
Result He Resuit Flag
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