/Cepheicﬁ

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 Cana-
dian Medical Devices Regulations (CMDR).

Product Name: Xpert® TV

Cepheid Catalogue Part No.: GXTV-CE-10 : B
Kit Lot No.: 1001413525

Cartridge Lot No.: 21601

Kit Expiration Date: 2025-08-10

Legal Manufacturer Manufacturing Facility
Cepheid Cepheid
Solna Sunnyvale
904 Caribbean Drive 121 N Guild Avenue O O
Sunnyvale, CA 94089 USA Lodi, CA 95240
USA @ Lodi

Functional Testing according to D20618, Rev. M

Test Description Acceptance Criteria Test Result
LOW Posttive TV detected Passed
HIGH Positive TV detected Passed
Negative TV not detected Passed

If checked, this document is produced electronically and therefore valid without a wet signature

aﬁwﬂ{w— LIFER2OLHY

Signature of Quality Assurance, Date

Name: Agaron Shaw

Title:  Quality Systems Specialist
PN 301-6251 Rev. B
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QA Ops Product Release Checklist

Document Number: D7832
REV: AD.1
Effective: 8/22/2023

p.10f 1

Part #: GXTV-CE-JC Batch #: [CO/IY /345245 NA ]
Lot #E/ Supplier Lot # [ _]/Serial # [ ] (check one) 2 /& Ol NA []
N A
ltem Reviewed | N/A
All required pages, attachments, and documents present per BOM. % [
Correct Product Lot/Batch, Part Number or Serial Number. A ]
Correct printed and/or pre-printed Label Part Number, Rev, Description, Serial Number. | O
Correct expiration or manufacturing date where applicable.
Mfg. Date: 2 /19 /o2 NA[] Exp. Date: & /1o /2025 NA[] JZ H
All Testing met acceptance criteria/specifications as applicable. a O
Certificate of Analysis, Certificate of Compliance or Certificate of Calibration completed. A ]
PN 303-0613 Certificate of Conformance completed (Sunnyvale only). ] JZ/
Re-Processing Plan or Copy of NC, PDR, LFI, CRM, etc. present, if appropriate and instructions
executed as documented. ;o Ppp .3 23-PDR-CE) . 23-PDR-CET % [
Release quantity reconciled and all required XpertERP transaction completed as applicable. ]
If lot is reworked from a different batch, attach copy of checklist to original DHR.
Part #: Batch #: L JZ

Comments: NALT o241 o JPT ey ewed by Thesesa Moreno . TM 20F£B2Y

rAL ceviewed b/y _/'}w»rc;sa Nocev\o . IM z,ofggzozy

QA Reviewed By: 77\ eLesa Mm‘e«'\o

ﬁw%v RUfEB2024/

Print Name Signature/Date

Original checklist filed in: NA;T

Copies of checklist placed in remaining records. TM 2 £4
XpertERP Transactions NA{A
MIGO (Release quantity reconciled) NA[]
CO11N completed NA ] ASU FB620.Y
AsroFEs BT
Performed By: Aaron Shaw Ciprgpr Ao A7 LIFER20Lu
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: 2/20/2024 6:33:09 PM

Confidential - Company Proprietary

B2y
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A better way.

Production Order No. :

1089074

Header Batch Details

| Order Scheduling Details

Material Code : GXTV-CE-10 Sched.Start Dt.: 02/19/2024
Material Description . KIT,TV,CE-IVD,GX Sched.Finish Dt.. 02/22/2024
Batch No. 1001413525 Material Staging Dt..  02/16/2024
Rev Level : H Order Type: CPHA1
Order Qty. 1440.000 UOM: EA Components Deliver To: ___MFG
Planner: Delean Thomas e o -
T T
" |Abbrevitation :TVUS
Cartridge Number (LSP) 121601
Expiration Date 12025 08 10 Week: 2533
Cartridge Fill Date / PO Release Dt. :02/19/2024 Sell Down Dt.: 2025 05 10
Batch Expiration Verification Signature OR Mr NA, WHEN ERP SYS DERIVED
E;‘%I::ll: signed by DeJean
Delean Thomas swsmmmmor . 2119/2024
Sequence
Opn. 0050 | ~ Plant: [1005 [Opn.Description Start Dt. Finish Dt.
wWcC: LDROBL19 | Offline Label Printing 02/19/2024 02/22/2024
Opn. 0075 | Plant: 11005 Opn.Description Start Dt. Finish Dt.
WC: LDROBL19 | Product Verification 02/19/2024 02/22/2024
Opn. 0100 | Plant: 1005 Opn.Description Start Dt. Finish Dt.
WC: LDROBL19 | Line Clearance 02/19/2024 02/22/2024
; Opn. 0340 | Plant: 1005 [Opn.Description Start Dt. Finish Dt.
| WC: LDROBL19 | Build - ROBAL 02/19/2024 02/22/2024
Opn. 0460 ] Plant: 1005 [Opn.Description Start Dt. Finish Dt.
WC: LDROBL19 I nspect 02/19/2024 02/22/2024
Opn. 0650 l Plant: [1005 |Opn.Description Start Dt. Finish Dt.
wWC: LDQUALC1 PT 02/19/2024 02/22/2024
Opn. 0750 | Plant: 1005 Opn.Description Start Dt. Finish Dt.
WC: LDQUALC1 I QC 02/19/2024 02/22/2024
Opn. 0840 l Plant: {1005 [Opn.Description Start Dt. Finish Dt.
WC: LDPALOS Elution Kits Bagging 02/19/2024 02/22/2024
Opn. 0850 [ Plant: 1005 Opn.Description Start Dt. Finish Dt.
WweC: LDPALQ9 I Pack 02/19/2024 02/22/2024
Opn. 0910 I Plant: [1005 Opn.Description Start Dt. Finish Dt.
WC: LDPALO9 | Doc Review (PackOut) 02/19/2024 02/22/2024
Opn. 0950 l Plant: 11005 Opn.Description Start Dt. Finish Dt.
Components for opn.0010 Seq.0

Production Order Comments:

o~ NA
o 20 o 1g

Page 1 of 7
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Production Order No. :

1089074

RO
WC: LDQUALA | I bHR REVW & RELEASE 02/19/2024 I 02/22/2024 I
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.
0010 | 001-2133 | A | 2880 | LBR|FLO1
GLUE,HOT MELT,PELLETS,CARTONER
0020 | 300-7021 [ w | 1512.000 | EA |FLO1
ABSORBENT,PP PAD,10-CARTS
0030 | 300-8301 P 1512000 | EA |FLO1
CTN,10-TESTS,BLANK,GX
0040 | 300-8303 | k1 | 1512000 | EA |FLO1
DIVIDER PAD,BTM,10-TEST KIT,GX
0050 | 300-8320 D1 | 1512000 | EA |FLO1
DIVIDER PAD,COMB,10-CARTS,GX
0060 | 301-3412 | ¢ | 1440000 | EA |
LBL,IMP,KIT,SIDE,CE-IVD,GX,TV
0090 | 301-6685 D.1 1440000 | EA |FLO1
LBL,STK,HAZ,RGT 2,GUAN THIO,16 ML
0070 | 301-3618 | b1 | 1440.000 | EA | 1000
LBL,IMP,PIPET BAG,GX,TV
0010 | 001-0025 H | 1512000 | EA |FLO1
LBL,STK,3 X 2,PAPER,WHT
0130 | 303-0989 A 1440.000 | EA | 1000
LBL,IMP,KIT,CE-IVD,GX,TV
0010 300-5445 G | 1512.000 | EA |FLO1
LBL,STK,2.5 X 3.5,LOGO, GX#
0020 | 001-2614 H | 2,404.800 | FOT | FLO1
FILM, 48 GA PET/2.4 MIL CLEAR PE 2" WIDE
0040 | 300-6099 | m ] 29664000 | EA |FLO1
BALL,POLYPROPYLENE,2.5MM,BLUE
0090 | 500-0037 H 29664000 | EA |FLO1
BALL, HD POLYETHYLENE,3.4MM
0100 | 500-1286 | n ] 17799 | LTR | FLO1
1.0N NAOH, TRANSFERRED

Production Order Comments:

o NA
pPoL Zompay

Page 2 of 7
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A better way.

Production Order No. :

1089074

Components for opn.0010 | Seq.0
ltem 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.
0110 | 500-1395 | F2 ] 41530 | LTR | FLO1
REAGENT,TE PH 8.6,CT/NG,BULK
0120 | 500-1437 | E3 17799 | LTR | FLO1
BULK LIQUID REAGENT,FLU A_B,WASH
0150 | 500-1757 | ci1 35507 | LTR | FLO1
TRICH LYSIS REAGENT,BULK, TRANSFERRED
0180 | 500-3080 | B1 | 34114 | LTR | FLO1
REAGENT,PEG200, TRANSFERRED
0220 | 001-1061 I 18720 | LBR | FLO1
2MM 4A MOLECULAR SIEVE DESICCANT BEAD
0230 | 303-0835 | A 14400000 | EA |1000
LBL,IMP,CART,IVD,GX,TV_US, 2UP
0010 | 300-5505 | N 15120.000 | EA |FLO1
LBL,STK,CART,2-UP,ROBAL,GX
0060 | 302-1455 [ A ] 15000000 | EA | 1000 PM2302374 E
LID,CAP, SIGMA CARTRIDGE PM2302374
0070 | 302-2291 | A1 | 16,500.000 | EA | 1000 81240212A N
FUNNEL, RIBBED, GX CART 81240212A
0080 | 700-5772 | c1 | 12,000.000 | EA | 1000 1001415889 DT
ASSY,CART,OPEN,OVALPORT,SDRPST,65UL,GX 021724B766
0130 | 500-1524 | F2 14,832.000 | EA | 1000 1001410819 01/03/2027
BEAD,BG DNA,ANTIFOAM,CT/NG |
0160 | 500-1832 | ] 14,832.000 | EA | 1000 1001405769 12/20/2026
BEAD,TSR,TV
0170 | 500-1833 | b | 14,832.000 | EA |1000 1001405771 1212012026
BEAD,EZR,TV
0210 700-5772 | c1 | 2358000 | EA | 1000 1001415343 DK
ASSY,CART,OPEN,OVALPORT,SDRPST,65UL,GX 021424A566
0010| GXTV-CE-10-D1 | A 1440000 | EA |1000
KIT,TV,CE-IVD,GX
0100 | 950-0345 | L ] 1,440000 | EA |1000

Production Order Comments:

& NA
WL %quf

Page 3 of 7




/Cepheid. Production Order No. : 1089074
TR
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.
ASSAY DEFINITION CD,CE-IVD,GX,TV
0110 | 001-1737 | o | 1440.000 | EA | 1000
PIPET,0.5ML GRAD,TV
0140| 700-8505 | A | 14,400.000 | EA 11000

ASSY,FILLED CARTRIDGE,IVD,GX,TV_US

Production Order Comments: [E/ N/A

b 20Tt 24

Page 4 of 7
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Production Order No. : 1089074
Material Disposition Form
Header Batch Details
Material Code : GXTV-CE-10
Material Description :KIT,TV,CE-IVD,GX
Batch No. : 1001413525
Rev Level :H
Order Qty. : 1440.000 UOM: EA

Liquid Mix Date: /P POl Zo Fup 2]

Total Qty. Completed , 5 7 é’

Sub-Lots/Serial Numbers:

VB oppL 20 e 24

Totalaytoal 1376

Mfg. Signature /A ¢

Date 20 F:e@ 7/"{

A

PoOL 2o FPew 24

No. of Additional Test Samples QC Signature
Qty. to Inventory

Qty REJECTED

& NA Date

Production Order C

omments:

= NA
POl 20 Fer 1y

Page 5 of 7
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A better way.

Material Code GXTV-CE-10

Braduc :Lon 1089074

Gouptry of Standard Sale

Lot/Batch no: 1001413525 (T

Expiration Date: 2025 08 10 (1
(17) GS1 Date: 250810 N

Cartridge

Fill/Manufacturing 2024 02 19
Date:

A
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A better way.

THIS PAGE IS INTENTIONALLY LEFT BLANK
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Transfer Order

Material Document

170733 1089074
TR T T T
Print Date 02/19/2024 03:59:19
Plant 1005 - Cepheid US - Lodi B2  Warehouse 105 - Lodi Warehouse -
Storage Location 1000 - Cepheid US - Lodi B2
Picking date User Soukseum Moksouphanh
Item Material Material description T I Ty. Bin | Targ.qty | UoN
0001 950-0345 ASSAY DEFINITION S LOW  8-A-38-R2 1,440.000 EA
CD,CE-IVD,GX, TV
Batch 1001409302 SLED D P09 P09-PAL9
CPH- T
ID
1001409302
0002 001-1737 PIPET,0.5ML GRAD,TV S LOW  7-A-07 7?84—968 EA
Batch 23380666 SLED D P09 P09-PAL9S o -
1215 ¢
CPH- T I
ID
23380666
0003 001-1737 PIPET,0.5ML GRAD,TV S LOW  7-A-08 196.000 EA
Batch 23380667 SLED D P09 P09-PAL9Y
CPH- MM
ID
23380667
0004 001-1737 PIPET,0.5ML GRAD, TV S LOW  7-A-13 960.000 EA
Batch 23380667 SLED D P09 P09-PAL9
CPH- A
ID
23380667

Page 1 of 1
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Abetterway |

Transfer Order

Material Document

170732 1089074
T LR A
Print Date 02/19/2024 03:57:23
Plant 1005 - Cepheid US - Lodi B2  Warehouse 105 - Lodi Warehouse -
Storage Location 1000 - Cepheid US - Lodi B2
Picking date User Soukseum Moksouphanh
L Item | Material | Material description | Ty. Bin | Targ.qty l Uol
0001 302-1455 LID,CAP, SIGMA LOW 6-A-05 10,000.000 EA
CARTRIDGE
Batch PM2302374 SLED R19 R19-RB-AMB
CPH- 1 AN A
ID
PM2302374
0002 302-1455 LID,CAP, SIGMA MID  6-B-03 5,000.000 EA
- CARTRIDGE
Batch PM2302374 SLED R19 R19-RB-AMB
CPH- T
ID
PM2302374
0003 302-2291 FUNNEL, RIBBED, GX LOW  6-A-09 1+6;566-600 EA
CART (O
Batch 81240212A SLED R19 R19-RB-AMB SA 2~ \a-2¢
CPH- (LT
ID
81240212A
0004 700-5772 ASSY,CART,OPEN,OVALP OCT R120-0C 12,000.000 EA
ORT,SDRPST,65UL,GX :
Batch 021724B766 SLED R19 R19-RB-AMB
CPH- T
ID
1001415889

Page 1 of 2
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A better way. ., !

Item Material Material description T | Ty. Bin | Targ.qty | UoN
0005 700-5772 ASSY,CART,OPEN,OVALP S OCT R120-OC 2358000 EA
ORT,SDRPST,65UL,GX 2% T+
Batch 021424A566 SLED D R19 R19-RB-AMB
CPH- T
ID SML- 1G-241.
1001415343

Page 2 of 2
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* A better way.

Transfer Order

Material Document

170731 1089074
TR T
Print Date 02/19/2024 03:55:33
Plant 1005 - Cepheid US - Lodi B2  Warehouse 105 - Lodi Warehouse -
Storage Location 1000 - Cepheid US - Lodi B2
Picking date User Soukseum Moksouphanh
Item Material Material description T Ty. Bin | Targ.qty | UoN
0001 500-1524 BEAD,BG S CLD  L-BDSSMKT 14,832:006- EA
DNA ANTIFOAM,CT/NG 29,714 =
Batch 1001410819 SLED 01/03/2027 D R19  R19-RB-CLD Hrled
CPH- T
ID
1001410819
0002 500-1832 BEAD, TSR, TV S CLD L-BDSSMKT 1.4,-8327060;L EA
Batch 1001405769 SLED 12/20/2026 D R19 R19-RB-CLD AL S 2S -
CPH- i =
ID
1001405769
0003 500-1833 BEAD,EZR, TV S CLD L-BDSSMKT ,JA»,-§732’.UOO o EA
Batch 1001405771 SLED 12/20/2026 D R19  R19-RB-CLD ‘§10 oyl et
CPH- T
ID
1001405771

Page 1 of 1
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Kitting Worksheet for GXTV-CE Lodi B2 IVD

Part #: GXTV-CE-10

Signature Sheet

they performed.

Document Number: D65601
Rev: B.1

Effective: 01/16/2024

p. 1of 12

Batch#: | 1001413525

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

Print Name

Initials Signature
Addan Verukio Ky =
amiar Sadig RS %/k—/
Mneli¢ Villkenag AL ol —
/) A«my %47 Cv (/)Q‘ //?r
Jevemy Del Rosario Sop |
| Vhe Zonviio Lz &{/9/
Leneuss A dus THd WMLM
Menchi, Herold Wi S

Michnel fEvpene

et O

A

0,

P\l p. Do Leon

Pyl

Ande) Baedar
J J

AAA

1
Soal A )

77 ~

N A

AAA 1O \'657\‘\

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: 2/20/2024 11:44:23 AM

| Confidential - Company Proprietary
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Document Number: D65601
Rev: B.1

Effective: 01/16/2024
p.20f 12

Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10

Batch#: | 1001413525

k Lsp# | 21601
Production Order/Work
Request #: \O‘KQO? ﬂ

QA Review

1 Verify data from Product QC Testing is present (Refer to Product QC Testing Procedure
" | D12547 and D20618).

2. | Verify D64848 ROBAL Worksheet is attached.

Comments: 2 N/A Employee Sign and Date: <~ Mo 21 FEB0LY

QA Disposition Entry

Check One Box DAccept  [OReject

QA Released by (Full name) Signature Date
As LIFER 26 Ly
3 o M 2(FEF 2024
Af\(‘a [N S hew

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary



. . Document Number: D65601
/ . Rev: B.1
Z~ Cepheid. Effective: 01/16/2024

v p. 30of 12
Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525
1. PRODUCTION INFORMATION
Production
LSP # 21601 PAL # 008 1089074
Order #
Manual Batch Record SANDRA MONTES ZOFE824 | 1144
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 Y
Clearance Form D4255 Attachment 1 to DHR. s
Additional documentations (CRM/PDR if applicable) PDR#: [1N/A CRM #: LA N/A
23-POR-0F
Z23-PDR~OX Y
Ensure D47061 Re-Processing Plan Attachment 1 is
present, if applicable M Yes OrJZ(N/A
Empl Si Dat
Line Setup Verified by (Employee W a;()q 22/
SECTION B: PAL SETUP
Action PAL 007 PAL 008 PAL 009
Cobra Carton Former Recipe#: 1 2 1
PAL_00% Paloma Cartridge Pick N Place
Recipeit: 1 35 38
SETUP P
TSC30 Carton Closer Recipe#: 1 2 1
Checkweigher Worksheet
attached u Yes
Perf db (Employee Sign) Date
erfor : :
med by W"MW 20 TR 24
SECTION C: Additional Checkweigher
Create Checkweigher recipe per D54333.
Checkweigher Worksheet Verified by (Employee Sign): Date:
O N/A W 20Fe b 24/
Checkweigher Worksheet Verified by (Employee Sign): Date:
Z N/A
AL 20FERTN

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary




‘ . Document Number: D65601
phe/d

Rev: B.1
Effective: 01/16/2024
p.40of 12

Kitting Worksheet for GXTV-CE Lodi B2 IVD

Part #: GXTV-CE-10 Batch#: | 1001413525

SECTION C: Additional Checkweigher continued

Checkweigher Worksheet Verified by (Employee Sign): Date:
O N/A
Checkweigher Worksheet Verified by (Employee Sign): A | Dater
O N/A

N
Y2
/IW
Checkweigher Worksheet Verified b Oyee Sign): % Date:
O N/A

Checkweigher Wg et
N/A

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary



‘ . Document Number: D65601
/ : Rev: B.1
= Cepheid. Effective: 01/16/2024

p.50f 12
Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525
2. ISSUE COMPONENTS
2.1 Refer to D10643 and D52941 for kitting and PAL operating procedure
2.2 Perform Line Set-Up per D4255 SOP. Complete and attach D4255 Attachment 2 Line Set-Up Form to DHR
Component Part # Lot#/Batch # Est.'::::::tlty Component Part # Lot#/Batch #
224 MO4E 0 0OWDACH?
Carton 300-8301 W PAL Label 001-0270 \
Ribbon
Carton \U‘MO Shipping B
Divider / 300-8303 N/A 'pr ']:gl X1 303-0992 D0662 Attached
Sleeve abe
U0 Assay (00OATO-
Shipping Box 300-8086 N/A CD/Package 950-0345
insert
16U 0 75535685
Label Stock 300-5445 \(M%\ / \ M Pipet 001-1737 | 2%3G66)
oo \1S? 440 - N
Absorbent 300-7021 \"\\ 5 \ Pipet Bag 301-3618
Pad Label
0003 Yo : al60
Divider Comb | 300-8320 > (D Filled 700-8505 \
cartridge
i 25/1\ U0
Side Label 301-2307 \qu
Stock
0/ [ &V 0vet
Hazard Label | 301-6685 16064 @ 1\‘\‘,\{'\,\0
(Employee Sign)
Performed B Date
! <ﬁf—:/>//‘ JQFen2H
(Em'ployee Sign)
Line Setup Verified By %«; Date 2 Fep2Ly)

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary




"#’ ‘ . Document Number: D65601
F: . Rev: B.1
= Cepheid. Effective: 01/16/2024
p. 6 of 12
Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525
3. PIPET BAG LABELING
3.1 Refer to D10643 For Pipet Labeling Procedure
3.2 Perform Line Set-Up per D4255 SOP. Complete and attach D4255 Attachment 2 Line Set-Up Form to DHR
3.3 COMPONENTS
Component Part # Lot#/Batch #
. 23330660
Transfer Pipets 001-1737
23340607
(Employee Sign)
Performed By: AL Date: 20 FER 24
Line Set-Up (Employee Sign) .
Verified By: W Date: 20@24/
3.4 ACCONTABILITY
Total Qty Total Qty Pre- . Total Qty Labeled
Part# Lot/Batch# Labeled (A) Labeled (B) Qty Rejected (C) (A+B-C)
233%0667 337 o
001-1737 1127
23%40 660 ?40
(Employee Sign)
Performed By: AR Date: 20 FE®2M
(Employee Sign)
Verified By: % ?, Date: ;ZO Fe b7 (7(
4. LABELS

Attach completed Label Accountability Worksheets (D0662) to this worksheet, for applicable labels only.
(Print labels per BOM according 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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary
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. Document Number; D65601

Rev: B.1
Effective: 01/16/2024
p. 7 of 12

Kitting Worksheet for GXTV-CE Lodi B2 IVD

Part #: GXTV-CE-10

Batch#: | 1001413525

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

Attach First label:

GeneXpert’ Ww

Xpert® TV
GXTV-CE-10
1001413525
¢ 2025-08-10

32kt (01)07332940001018
% (17)250810
: (10)1001413525
¢ (240)GXTV-CE-10

LBL P/N 303-0989, Rev A

RC20 Feb 2 4

C€ [ivo]

® M@, 4"

Cepheid Europe SAS

[EcTre] Vira Solelh

81470 Maurens-Scopont, France
Cepheid

904 Caribbean Drive

Sunnyvale, CA 94083 USA

121 N Guild Ave
Lodi, CA 95240 USA

7= Cepheids

Q/\/erify Label Part/Revision:( LBL PIN )
,Q/Verify Batch# matches PO: )
ﬂ/Verify EXP Date matches PO:( 8 )

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

JZfVerify Product Name matches PO:([REF])
Label Part# 303-0989
Performed

oyee Sign and Date)
By/Date W 20 //eé Z ¢

Line Setup (Employee Sign and Date)

Verified By/Date W 2o el ze

2nd Verified (Employee Sign and Date)

By/Date D RoFeb Y

Attach Last label:

Xpert® TV
GXTV-CE-10

1001413525
23 2025-08-10

Joht (01)07332940001018
o< (17)250810
: (10)1001413525
{ (240)GXTV-CE-10

AL 207ER 24

GeneXpert’ Ww

LBL P/N 303-0989, Rev A

C€[wo]

® EE]*,‘,X*ZB

Cepheid Europe SAS

[EcTrer] Vira Solelh

81470 Maurens-Scopont, France
Cepheid

904 Caribbean Drive

Sunnyvale, CA 94089 USA

121 N Guild Ave
Lodi, CA 95240 USA
//Cepheid.

' Verify Label Part/Revision:( LBL PIN )
[ZVerify Batch# matches PO: ()
Z/Verify EXP Date matches PO:(E )

H'Verify GS1 Date (17) matches EXP Date: (YYMMDD)*

E]/Verify Product Name matches PO:()
Label Part# 303-0989

VAR AR

(Employee Sign)

Performed By
/kb’
Date 20FEH2Y

(Employee Sign)

Verified By

Date QLEFebd ¢

*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. Current released version of this

document resides in Agile Workplace.

Cepheid Confidential Date Printed: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary
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Document Number: D65601
Rev: B.1

Effective: 01/16/2024

p. 8 0of 12

Kitting Worksheet for GXTV-CE Lodi B2 IVD

Part #. GXTV-CE-10 Batch#:

1001413525

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

Attach First label:

Xpert” TV Eoppeis
1001413525 A better way.
§J 2025-08-10 Xpert® TV
1001413525
£ 2025-08-10

LBL P/N 301-3412, Rev C

FT Verify Label Part/Revision: ( 8L P/N)
' Verify Batch# matches PO:([LoT))

ET'Verify EXP Date matches PO:( E)

Label Part # 3013012 W||||W|HH|”1|H1|||W\|Vl||\|“|”\|”|
Performed By: | fmioves e Mt/t/ Date:| R0 el 24
Verified By: | F™%" ez Date: | 2voreb =<
2" Verified By: | v et e Date: | LD FeoY
Attach Last label:

® /
Xpert™ TV %epheid.
A better way.
1001413525 o
&3 20250810 Xpert™ TV
1001413525
&3 2025-08-10

LBL P/N 301-3412, Rev C

M 2ofep 24

A Verify Label Part/Revision: {{ LBL PIN)
A Verify Batch# matches PO:()

IAVerify EXP Date matches PO: ( Z)

Label Part # 3013412 AR
Performed By: | ®mPioveesen A Qo Date: | 20FEH2Y
Verified By: | fmeioveesen ‘J @/ Date: | XOF LR </

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary




/ . . Document Number: D65601
. Rev: B.1
/Cephe/d, Effective: 01/16/2024

p. 90of 12

Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525

IN-PROCESS LABEL STOCK/RIBBON OR RESTART [0 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::(/) ] Corner/ Performed by Verified by

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

v Y bwicvod) Owigty 20024 | A& 20FEB2

p ™

/

"

N,P\ L

/

*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. QCSAMPLE ACCOUNTABILITY

Per Product Testing Procedure D20618, 64 cartridges must be sampled from across the lot.
Sample cézytﬁ:l) Bag #(s) Tray #(s) (Emp|:5:e°;ir2:::;’ Date) (Emplo;’e(-:‘er I;Il:: ::d Date)
#1 SAMPLE 8 3 o b 20FEB2Y / ﬂ 4@7 20fcB2Y
#2 SAMPLE 8 2 by A~ 20FER2Y ( ,& % 20 FEg Y
#3 SAMPLE 8 5 =L b~  20FeEn2d Cﬂ / ﬂ) 20 FEG2Y
#4 SAMPLE 8 b e R~ 20FEBLY /1 20 FEp2Y
#5 SAMPLE 8 7 5 -l  20FEB2Y (i 20 Fep2Y
#6 SAMPLE 8 g ©Y -2l  20FER2Y /ﬁZJéD 20 FEBYY
#7 SAMPLE 8 q 13 2L~ 20FER2Y 7& é@ 20FeB2Y
#8 SAMPLE 8 1D 82 o 20FEB2Y w /[A 20 FeB2Y

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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary
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1001413525
€3 2025-08-10

LBL P/N 301-3412,RevC

%&pheid.

A better way.

Xpert® TV

1001413525
£ 2025-08-10
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Document Number: D65601

Rev: B.1

Effective: 01/16/2024

p. 10 of 12
Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525
6. RETAIN SAMPLE ACCOUNTABILITY
. * * Performed by
Action Bag #(s) Qty Box # Pallet # (Employee Sign) Date
1
Qty. of Retains = 2 Beginning \ oM ¢ 0024 ada— 0 Peb2d
(1 from beginning and 1
1 from end) End 0 0%y 001y Py 20 Pep 24
(*Refer to D2857)
7. FINAL ACCOUNTABILITY
Final Accountability Quantity Performed by Date
(Employee Sign)
Qty of cartridges rejected from
PAL Y - 10 FEB2Y
Qty of pipets returned to stock E1'e! /A/Q’V— 10 ﬂfblq
Qty of pipets rejected 0 Al 10Fep 24
Total Qty of kits accepted \ N Py o 10FeER2Y
Verified By #g/ XOFeb) 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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary




é(,‘(epheid.

Part #: GXTV-CE-10

8. COMMENTS

Kitting Worksheet for GXTV-CE Lodi B2 IVD

Document Number: D65601
Rev: B.1

Effective: 01/16/2024

p. 11 of 12

Batch#:

1001413525

Page or
Obs.# | Att. Comment Employee Sign and Date
Effected
: ?9 g f EH“‘Y\, eyyov. LC"' 4 QL\U\Alé‘ ‘7»6 324”81( C&u &3
D 20FEB2Y
9 P S of EV‘h\; evvor. Showld be NJA
F DHDFP Sand fes  tnadverfentl % Z(O,ZEBIL/
9 i o andra Mon tnadverfen omited v siawm Sanalure e “
| T ey
Pﬂ“ of Clarity ‘wihal should be MF 7:,..
‘( dHL % C'éloFem'/
|2 PLUeASE  jlemel 1D 22 - POE - OF)
5 B (s 2o Feo 24
MISSING 2T/, “Y/ES " Box SHeuLp Be )
G ?FOIM chheisO A V2o P 24
(2 | MISSINE oy . Prex Cdeuti-O Vi { h
7 a?— et A\ 70 el 2y
[a mLSinsl envey, CN/A T pox SHeuld
¥ 9014/( pre” OH\:UA&:\O/ ( \\7"%7"/
\ ?V/WW
GMO\/ %

(Empl)(;yylgjud Date)
‘."-""‘*1 "I-A, %

0t LY

document resides in Agile Workplace.

Cepheid Confidential Date Printed: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary
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/ . . Document Number: D65601
. Rev: B.1
/C e,ohe/ d. Effective: 01/16/2024

p. 12 of 12
Kitting Worksheet for GXTV-CE Lodi B2 IVD
Part #: GXTV-CE-10 Batch#: | 1001413525
9. END OF RUN
Action Performecl_ by Date
(Employee Sign)
Remove the label file(s) and clear from the saved locations on
automated lines. /“K’V’ W feb Al
Cleaning per D68691. pry s "W eeh U
Left over material returned to stockroom ¢ 24 (E(Q 2.4
Verified By 5 ROFebA ¥

10. APPROVAL
BACKFLUSH TRANSACTIONS

Performed By

. Date
(Employee Sign)

Action

SAP Transacted c& % 20ren 24

A,
@ OYesord N/A  D0662 Label accountability Form(s) attached to DHR.

@ [0  Confirmed Processing Conditions

@ [0  Production Order completed, and related documents attached to the DHR

D4255 Attachment 2 Line Set-Up Form attached to the DHR
@ O D4053 Attachment F Visual Inspection Form attached to the DHR
@ O  Checkweigher worksheet
OYesor O N/A  D47061 Re-Processing Plan Attachment 1 attached to DHR.

@ O D4255 Attachment 1 Line Clearance/Line Set-Up Form attached to the DHR
(® O

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.

Manufacturing Approved By: &77 %1‘9) %C %\ Date: 20FEB2Y

Full n{me and 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: 2/20/2024 11:44:23 AM

Confidential - Company Proprietary




/ | Document Number: D4255
. Attachment 1
é"f/Cephe/d.

Rev: BH
Effective: 10/11/2023
} p. 1 of 1

Manufacturing Line Clearance Form :

Production Order/Work Part #: GXTV-CE-10 Batch #: 100141352
Request #: 1089074

Lot/LSP Cartridge # | 21691
Process Description: KITTING Worksheet #: D65601
1. Line Clearance Entry
Ensure area/work station is clear of material from previous Production Order/Work P Yes 0 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 HYes 0O 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 FVYes

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)

O Yes ¥ N/A

Remove any expired material from the area/work station and discard as appropriate. | 2 Yes O N/A

Ensure there is adequate separation between any other processes/lots, if applicable. 1 Yes O N/A

Ensure area/work station is clean and orderly. a/ Yes O N/A
Performed By: AL Date: | 14 Feny
" Verified By: JOR Date: | 2014 24

G Second \lerificstion Requred Rer 23-FDR-087 | Z 20Fer24

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: 2/20/2024 14:46:17 AM
i Confidential - Company Proprietary
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/ Document Number: D4255
. Attachment 2
/Ce,oheid.

Rev: BH
Effective: 10/11/2023
p. 1of2

Manufacturing Line Set-Up Form

Production Order/Work Part #: GXTV-CE-10 Batch #: 1001413525
Request #: 1089074 :

Lot/LSP Cartridge # 21601

Process Description: KITTING Worksheet #: D65601

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 # ‘ , AYes [ONA
o Revision (for labeling materials or Instrument parts)
e Quantity

¢ Ensure restriction log is verified for components

Ensure part #, Iot/LSP Cartridge #, batch #/serial #, revision (for labeling materials or
Instrument parts), matches part # and lot/LL.SP Cartridge #, batch #/serial # recorded | BYes L N/A
in the worksheet for staged materials.

For BCR-ABL V2/Ultra: Verify open cartridge lot/batch # staged is the same open

cartridge lot/batch # used in the LSP testing. Dyes ENA

Ensure staged materials with an expiration date listed on the Production
Order/Material Transfer Form are not expired and will not expire before the end of OYes ENA
the build.

Ensure machine parameters/processing conditions are correct and within specified

ay O N/A
range per SOP or worksheet ©e

Ensure staged Pipette material with expiration date do not expire prior to the

expiration date of the final product that is assigned to the Production Order. OYes HINA

Ensure staged materials with freeze-thaw restrictions are within the allowed freeze- OvYes ETNA
thaw cycles.

Ensure floor stock part number against the Production Order/BOM and part and lot EYes [I1N/A
number recorded in the worksheet

Ensure floor stock materials with an expiration date are not expi'red and will not OYes F1NA
expire before the end of the build.

Ensure there is only 1 revision for CD, Flyer, Package Insert, Additional Literature ErYes O N/A
and Hazard Label per Klt Batch.

2. Labels (Controlled Labels in Agile) O N/A
; , : ) : : i E . Entry
2.1. Labels printed on the Automated Ménufa’cturing Line' O N/A '

Ensure correct label stock part number with Productlon Order/BOM.

Ensure that the label stock matches the current revision artwork in Agile. HYes ONA
Ensure the label stock part # and lot/LSP Car’cndge #, batch # match what is

recorded in the worksheet. ‘ ‘

Ensure label sample is the correct part number; matChes the Iabel part number DYes [1NA

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: 2/20/2024 11:47:42 AM
Confidential - Company Proprietary




/ Document Number: D4255
Attachment 2
e,ohe/d

Rev: BH
Effective: 10/11/2023
p.20f2

Manufacturing Line Set-Up Form

Production Order/Work Part #: GXTV-CE-10 Batch #: 1001413525
Request #: 1089074

Lot/LSP Cartridge # 21601

Scan sample label to verify assay name, lot/LSP Cartridge #, Manufacturing Date

and expiration date. Compare cartridge S/N to human readable on label. LYes ENA

Ensure the Lot/LSP Cartridge # and the Expiration Date on the label matches the
Production Order. If Manufacturing Date is required, ensure the Manufacturing date | B&Yes 0O N/A
matches the start date of the run.

Scan Omni NFC tag on sample label to verify lot/L.SP Cartrldge # and explratlon

date. Compare cartridge S/N to human readable on label. LYes  [FN/A

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 [AN/A
Manufacturing date matches the start date of the run. ,

Ensure the "OM_" LSP checksum matches Agile. OYes MENA

Ensure the éXpiration 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 rYes DONA
issued to the lot. i

2.2. Pre-Printed Labels (iabels prmted using D0662 Label

Accountability Worksheet): O N/A Entry

On D0B62 Worksheet:

e Ensure Part # and Lot/LSP Cartridge #, Batch # of Product matches the
Production Order.

e Ensure the Label Part, Lot and Revision number on D0662 matches the

* printed label and the BOM.

e 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).

FYes ON/A

3. CRM, PDR, Re-Processing Plan and/or NCR applicable B Entry

Copy of CRM, NCR and/or PDR, present, if 2%- ok~ 08l

applicable LA - ¢DR-0% EYes [DON/A

D47061 Re-Processing Plan Attachment 1, present, if applicable - O Yes N/A

Copy of CRM, NCR and/or PDR, D47061 Re- Processmg Plan Attachment1 training

records, forwarded to QA, i applicable HYes DONA

Comments: ' N/A

Performed By AL Date: | 92p ffgbvf

Verlfled By: IR Date: | J¢ ébzq

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: 2/20/2024 11:47:42 AM
Confidential - Company Proprietary
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Document Number: D4255

Attachment 1
Rev: BH

Effective: 10/11/2023

p.10of1
Manufacturing Line Clearance Form
Production Order/Work Part #: GXTV-CE-10 Batch #: 1001413525
Request #: 1089074
Lot/LSP Cartridge # | 21601

Process Description: Worksheet #:
PIPET LABELING D65601
1. Line Clearance Entry
Ensure area/work station is clear of material from previous Production Order/Work HYes 0 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 O Yes IAN/A
of all other material from the previous Production Order/Work Request.
For automated lines with Label Printers only: Ensure Automated lines do not O Yes PTN/A
have any labels loaded.
Ensure Cartridge Lid Film PN from current Production Order/Work Request is same
PN for next run online.

o ) . O Yes LN/A
(If PN is different removed Cartridge Lid Film and label with PN and Lot number.
Return to Floor stock)
Remove any expired material from the area/work station and discard as appropriate. | [&Yes O N/A
Ensure there is adequate separation between any other processes/lots, if applicable. | [ZYes O N/A
Ensure area/work station is clean and orderly. 7 Yes O N/A

Performed By: A Date: | 70 FEh 24
Verified By: IR, Date: R fedd 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: 2/20/2024 2:28:55 PM
Confidential - Company Proprietary
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Document Number: D4255
Attachment 2

Rev: BH

Effective: 10/11/2023
p.10f2

Manufacturing Line Set-Up Form

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

Production Order/Work Part #: GXTV-CE-10 Batch #: 1001413525
Request #: 1089074
Lot/LSP Cartridge #| 21°0

Process Description: Worksheet #: D65601
PIPET LABELING
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

o Lot/LSP Cartridge #/Batch #/Serial # EHYes ONA

¢ Reuvision (for labeling materials or Instrument parts)

e Quantity

+ Ensure restriction log is verified for components
Ensure part #, Iot/LSP Cartridge #, batch #/serial #, revision (for labeling materials or
Instrument parts), matches part # and lot/LSP Cartridge #, batch #/serial # recorded | tYes 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 FENA
cartridge lot/batch # used in the LSP testing.
Ensure staged materials with an expiration date listed on the Production
Order/Material Transfer Form are not expired and will not expire before the end of UYes ENA
the build.
Ensure machine parameters/processing conditions are correct and within specified OYes BTN/A
range per SOP or worksheet
Ensure staged Pipette material with expiration date do not expire prior to the OvYes FENA
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- OvYes LCFN/A
thaw cycles.
Ensure floor stock part number against the Production Order/BOM and part and lot OYes ZNA
number recorded in the worksheet
Ensure floor stock materials with an expiration date are not expired and will not OYes RZENA
expire before the end of the build.
Ensure there is only 1 revision for CD, Flyer, Package Insert, Additional Literature OYes ENA
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: & N/A
Ensure correct label stock part number with Production Order/BOM.
Ensure that the label stock matches the current revision artwork in Agile. OvYes O NA
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 OYes ONA

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: 2/20/2024 2:30:03 PM
Confidential - Company Proprietary
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/ Document Number: D4255
. ) Attachment 2
/(:epheld. Rev: BH
Effective: 10/11/2023
p.20f2

Manufacturing Line Set-Up Form

Production Order/Work Part #: GXTV-CE-10 Batch #: 1001413525
Request #: 1089074

Lot/LSP Cartridge #| 2%

Scan sample label to verify assay name, lot/LSP Cartridge #, Manufacturing Date

and expiration date. Compare cartridge S/N to human readable on label. LYes DINA

Ensure the Lot/LSP Cartridge # and the Expiration Date on the label matches the
Production Order. If Manufacturing Date is required, ensure the Manufacturing date | O Yes [ N/A
matches the start date of the run.

Scan Omni NFC tag on sample label to verify lot/LSP Cartridge # and expiration
date. Compare cartridge S/N to human readable on label.

Ensure the Lot/LSP Cartridge # and the Expiration Date on the Omni NFC tag

OYes ON/A

matches the Production Order. If Manufacturing Date is required, ensure the OYes DON/A
Manufacturing date matches the start date of the run.
Ensure the “OM_" LSP checksum matches Agile. OYes ON/A

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 OYes ON/A
issued to the lot.
2.2. Pre-Printed Labels (labels printed using D0662 Label
Accountability Worksheet):
On D0662 Worksheet:
o Ensure Part # and Lot/LSP Cartridge #, Batch # of Product matches the
Production Order.
e Ensure the Label Part, Lot and Revision number on D0662 matches the

O N/A Entry

printed label and the BOM. gyes DINA
e 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 # OvYes LNA
applicable
D47061 Re-Processing Plan Attachment 1, present, if applicable OYes EIN/A
Copy of CRM, NCR and/or PDR, D47061 Re-Processing Plan Attachment 1, training OvYes PIN/A
records, forwarded to QA, if applicable
Comments: £ N/A
Performed By A Date: | 15 FE® ul
Verified By: j’ QR Date: 2 0{:0[7 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: 2/20/2024 2:30:03 PM
Confidential - Company Proprietary
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Attachment 1
Checkweigher Data Record Sheet

'Document Number:

D54333
Rev: B

Effective: 04/12/2022

p.10f2

Part#: G XTI/ - CE~(p

Lot #:

I/ o/

Name IMETLHN A, JUAN

Date QD FE'b \7'4

Unitip L H4TS

Calibration Due Date | ~%| -4

Filled (ROB) Cartridge Number __ 700- §50%

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

ete.
Description
(ie. Comb, Divider, Absorbent Pad, etc.) (Record a Y, or N/A)*
Carton Blank, 10 Test Kits v
Absorbent Pad v
Comb v
Cartridges g
Divider v
CD, Assay Definition File v
Flyer N/A
Pipettes v
Bag-Of-Reagents N/p
Other N ,/'A 0 / A
Other ‘J,/A P /A
Other | ‘) ,/ A f\)/ A
Other l L)/ k Iy /h

*Record an N/A if not applicable.

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: 2/20/2024 3:09:14 PM

Confidential - Company Proprietary



Document Number: D54333

Units of weights recorded in Table (i.e. grams, pounds) POUADS

Table 3 Checkweigher Test Scenarios

Test Procedure Expected Result Value
Run three (3) known good, closed | The checkweigher should let the IPass
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. @Bass
each of them. Run each kit .
(missing a cartridge) through the U Fail
checkweigher.

Completed By: nd Date QDFEB)"‘

Revision History

Appendix

) Efective: 04/12/2022
~ Cepheid. p.20f2
Attachment 1
Checkweigher Data Record Sheet
Part#: ¥ Ty-0E- Lot#:  D(¢0/

Table 2 Weights

Carton Full Carton Weight
Number

! L {Las

2 | (30

3 1 1L 3o

4 AT

5 I s

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

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: 2/20/2024 3:09:14 PM

Confidential - Company Proprietary
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Attachment 2:

Checkweigher Product

Document Number: D54333
Attachment 2

Statistics Worksheet

Pat# CyTV-CE- 10

Effective: 04/12/2022

Lot # ‘2/&70/

Enter the carton kit weights as measured and record to the
. . . Use the results below to create the new
rows below. Data is entered in pounds and will be . .
. . . checkweigher recipe.
automatically converted to grams using conversion factor 1 Average weight of fi les + 4
Ib to 453.592 grams g gt o1 Live samples £ 2 grams.
Original Data Converted Data Average Weight 527.6 grams
Sample Weight (lbs) Weight (grams) Max Weight 531.6 grams
1 1.1645 528.2 Min Weight 523.6 grams
2 1.162 527.1
3 1.163 527.5
4 1.164 528.0
5 1.1625 527.3
GREEN: ALL PASS
RED: ANY RED RESAMPLE
Data Entry Area
Completed By: IM Date: Qufeoy

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

2/20/2024 3:08 PM
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Attachment 1

Document Number; D54333

Effective: 04/12/2022

Checkweigher Data Record Sheet

Part# (CXTV -CE-lo

Lot #:

1 L0)

Name N’\"'d’; € Vi “‘Cp}ab
Date  LOTEh 24

unitio L441g

Calibration Due Date ‘2/ M , 1“]

Filled (ROB) Cartridge Number

700~ 9506

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

etc.
(ie. Comb, Div]i)(fesrc,rg)lt)lsooribent Pad, etc.) (Record a v, or N/A)*

Carton Blank, 10 Test Kits v
Absorbent Pad v
Comb v
Cartridges v
Divider v
CD, Assay Definition File 14
Flyer N/A
Pipettes v
Bag-Of-Reagents N /A
Other NA
Other N /A
Other N /A
Other NIA

*Record an N/A if not applicable.

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: 2/20/2024 4:34:14 PM

Confidential - Company Proprietary




epheid.

Checkweigher Data Record Sheet

Attachment 1

Document Number; D54333

Effective: 04/12/2022

Part# GxTV- (E -0

Lot# 2140)

Table 2 Weights

I\(Izl?r:ltgrelr Full Carton Weight
! |- 11%0
2 i+ Nis
3 |- 17%0
4 - 1125
5 \- 1720
Units of weights recorded in Table (i.e. grams, pounds) PDQY\AS

Table 3 Checkweigher Test Scenarios

Test Procedure Expected Result Value
Run three (3) known good, closed | The checkweigher should let the Pass
cartons through the cartons pass through. )
checkweigher. [ Fail
Open three (3) closed cartons and | The checkweigher should reject
remove a single cartridge from all three cartons. IPass
each of them. Run each kit .
(missing a cartridge) through the O Fail
checkweigher.

Completed By: kv Date 2o¥es 24

Revision History

Appendix

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

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: 2/20/2024 4:34:14 PM

Confidential - Company Proprietary




Attachment 2: Document Number: D54333
/ . Checkweigher Product Attachment 2
7~ Cepheid. Statistics Worksheet Rev: B

Effective: 04/12/2022

Part# GXJV- CE- D

Lot # 21 6O)

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 531.8 grams
Sample Weight (lbs) Weight (grams) Max Weight 535.8 grams
1 1.173 5321 Min Weight 527.8 grams

2 1.1715 5314

3 1.173 532.1

4 1.1725 531.8

5 1.172 531.6

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

Completed By: AL Date: 207 En 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
2/20/2024 4:36 PM
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Document Number: D0662
Attachment 1

Manufacturing (Mfg) Date

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 1001413525
' Production Order/Work Request #: | 1089074
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-02
Ribbon: | Part: | 001-0270 Rev | F Lot: 1001409097
Label stock: | Part: | 301-7666 Rev | E Lot: N/A
Printed label: | Part: | 303-0992 Rev | A
Lot # LINA
[A Production Order [] Dating sheet [] Device History Record
[INA
M 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

[1NA Exp Date/Code: 2()15 U0 1D

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: _25D%[D

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

Machine Number

M'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 [WNA

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 [] 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 M NA 1st: Last:
Test Scan completed Yes []NA
Issue materials per D24651
Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 30 1L ﬂ\ 7] 354
M N/A | Label
Stock
Performed By: (A Date: 194 feba2y

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: 2/19/2024 11:54:44 AM
Confidential - Company Proprietary



 [REF] GXTV-CE-10 3 GXTV-CE-10 q3
1001413525 For Export Only 1001413525 For Export Only
Cepheid Europe SAS Cepheid Europe SAS
g 2025-08-10 (eeTe) g?:ﬁ)ol{l?amrens- 8 2025'08-10 - ] e e

Scopont, France 81470 Maurens-Scopont, France

Ce heid Cepheid
W 6x10 28 904 Caribbean Drive Sl\ W 6x 10 QSE C;nbbean Drive
X+ Sunnyva!e. CA 94089 USA Q Xﬂﬂ Sunnyvale, CA 94089 USA
Box # 1 +2 121 N Guild Ave iy Box#254 .2 121 N Guild Ave
Lodi, CA 95240 USA Lodi, CA 95240 USA

:..2 2?;;%33?340001018 W vA% (01)07332040001018
= (17)250810
2 gg&gﬁfgéio / Q\\ % (10)1001413525 /
-CE- . : (240)GXTV-CE-10 / .
2= Cepheid. Q 7~ Cepheid.

LBL P/N 303-0992. Rev A AX) LBL P/N 303-0992. Rev A

(B 19 FEB 29



Wﬁgs' . . Document Number: D0662

Attachment 1

w . Rev: BE
= Cepheid. Effective: 4114/2023
p.20of3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 1001413525
SECTION 2: ACCOUNTABILITY
Label Operator Verifier
Total Labels Printed | A) 154
Quantity Rejected | B) 0 E)| )
Sample Labels=2 x )
Number of Rolls \ Number of rolls C) L‘Fb\OlFeb;}li
Total Labels Printed to be Verified (A-B-C)=| D) '151
Total Labels to be used (D - E) =

Verified

By:* | NT
M feb2y

’Print quantity is correct

Ch

Performed by:

Z' Matches artwork in Agile A Clean and clear print
Sample labels attached to worksheet

[Jor ZN/A Mfg Date above matches label

Zor [I1N/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
Izror [IN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
lzror [IN/A Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
or [ZfN/A Serial #s and Machine Number recorded matches label
[Zor [ I N/A Description on the label is correct
IZror [1N/A  Part # and revision on the label are correct
[Jor Z):J/A Account for any rejected labels. Deface and discard rejected labels

or 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.

R

VH

Verified By:

19 ¥ 2

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: 2/19/2024 11:54:44 AM
Confidential - Company Proprietary



=7 ' . Document Number: D0662
Vi

Attachment 1
g . Rev: BE
= Cepheid. Effective: 4/14/2023
p.30of3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 1001413525
SECTION 3: LABEL ACCOUNTABILITY
X) Total Labels Used | 95,
Y) Total Labels Rejected/Unused 22
Z) Final Total (X + Y =) 262
AA) Does Z = F? @S:s"c'iro"ﬁol
‘Performed By: Ao Date: | 20FtEH7Y
Verified By: L=z Date: | ROFebQ)d/

COMMENTS: N/A[A v o 2
Initial and date after each comment. oFed L/

SECTION 4: APPROVAL
EConfirm counts FT Line F and Line Z are equal

[ or CIN/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

[Tor [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
[Tor[(1N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[“Tor (] N/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lo# must match Vendor lot #.
[@Tor CIN/A Description on the label is correct

[Z[or [CI N/A  Part # and revision on the label are correct
[Jor[AN/A If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.
*Verified By: cVv Date: | 20 FEBZ‘{
* 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: 2/19/2024 11:54:44 AM
Confidential - Company Proprietary



Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 1001413525
Production Order/Work Request #: | 1089074
SECTION 1: LABEL PRINT REQUIREMENTS
Printer ID: | LPS-02
Ribbon: | Part: | 001-0270 Rev | F Lot 1001409097
Label stock: | Part: | 001-0025 Rev | G Lot: 1000373713
Printed label: | Part: | 301-3618 Rev | D
Lot # [INA
A Production Order [] Dating sheet [] Device History Record
M NA
1NA 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

[INA 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

CINA 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 L1 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, 300-
0843, and 900-0846

[1 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 st Last:
Test Scan completed [JYes [INA
Issue materials per D24651
Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock 01- 0025 10003713113 12
[2] N/A Label
Stock
Performed By: ) pate: | 10 Feb 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: 2/20/2024 11:07:19 AM
Confidential - Company Proprietary



Transfer Pipets (0.5 mL)
Quantity: 10

P/N 001-1737
Lot #: 23380667

Lbl P/N 301-3618, Rev D

CB A0 Ft6 24

Transfer Pipets (0.5 mL)
Quantity: 10

P/N 001-1737
Lot #: 23380667

Lb! P/N 301-3618, Rev D

CE 20 FEB &Y



P i . . Document Number: D0662
g Attachment 1

) Rev: BE
= Cepheid. Effective: 4/14/2023
p.20f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot#: | 1001413525
SECTION 2: ACCOUNTABILITY
Label Operator Verifier

Total Labels Printed | A) OﬂfL

Quantity Rejected | B) 0 ©
Sample Labels=2 x
Number of Rolls \ Number of rolls © t

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

Verified
By: * mmp

Performed by: Dat
e | 20¥ebzu

E” Matches artwork in Agile [~ Clean and clear print @~ Print quantity is correct
IZT Sample labels attached to worksheet
[Jor N/A  Mfg Date above matches label

[Jor YN/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
JorFIN/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
or IZI/N/A Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
[]{or ErN/A Serial #s and Machine Number recorded matches label
ET,OF I N/A  Description on the label is correct
Mor I N/A Part# and revision on the label are correct
[Jor [¥I N/JA  Account for any rejected labels. Deface and discard rejected labels

[(J or [M'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.

20 Feb 14

Verified By:

2nd Verified By
(Lodi Only)

* To verify Section 1 and 2

720 Feo 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: 2/20/2024 11:07:19 AM
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‘ . Document Number; D0662

/ Attachment 1

’ . . Rev: BE
f%ephe/d.

Effective: 4/14/2023

p.30f3
Label Accountability Worksheet

Part #: | GXTV-CE-10 Rev: | H Lot #: | 1001413525
SECTION 3: LABEL ACCOUNTABILITY
X) Total Labels Used | g2
Y) Total Labels Rejected/Unused | ;23
Z) Final Total (X +Y =) | 970
AA) Does Z = F? (Gokcle One

‘Performed By: AL . Date: | 20 FE® 24

Verified By: | CV Date: | zoFeB2Y

Initial and date after each comment.

SECTION 4: APPROVAL

A Confirm counts & Line F and Line Z are equal

[Aor L] N/A  Account for any rejected labels. Deface and discard all rejected and
unused labels :

[Jor[A'N/IA Mfg Date on Page 1 of this worksheet matches label

[Jor[A'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
Cor[ANA GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Jor[AN/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
[4or (] N/A Description on the label is correct

Hor I N/A  Part# and revision on the label are correct
Cor EfN/A If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.
*Verified By: Cv Date: | 20Fgy
* 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: 2/20/2024 11:07:19 AM
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. . Document Number: D65833
Attachment 1

t( : . Rev: C
== Ce,()/‘)e/dQD Effective: 10/10/2023
p. 1 of 10
Visual Inspection worksheet for Kit Contents-10 kit
Part #: GXTV-CE-10 Batch #: 1001413525
Sample #: 1 Sample Location: |Bag #: j/

Cartridge

Cartridge Label [INA

Cartridge Lot #: ; l b Ol

Material Description Correct per BOM JZI/YES O NO

Label Clearly Printed and Legible IZ(YES O NO

I Expiration Date Correct / O MFG Date Correct FYEs ONo Q025 0§ |0

Off Board Reagent!sz

‘ Off Board Reagent Label & Count 4 N/A 4
Material Description Correct per BOM O YES 0O NO

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

ComEonents
Kit Box [ N/A

Flyer(s) Present

PN: Rev: OYES ONO @ENA
Additional Literature Present

PN: Rev. OYES ONO HENA
PN: Rev.

Package Insert Present 0 YES aNoO BENA
PN: Rev:

CD(s) Correct pekBOND/ WO (circle one) AYES ONO [INA
PN: 150-0345 Rev: L

Components Correct per BOM lZ/YES O NO

Foreign Particulates Observed in Kit OYES HNO

Leakage of Cartridge(s) OYES ENO

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

Comments @N/A

Performed By: L. Z Date: LCFER )Y
Verified By: cv Date: 20Fep 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: 2/20/2024 11:48:32 AM
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‘ ‘ Document Number: D65833
Attachment 1
Rev: C

Cep h e I d@ Effective: 10/10/2023

p. 2 0of 10

Visual Inspection worksheet for Kit Contents-10 kit

Sample #: 2 Sam;‘)wle Location: |Bag #: A

Cartridge

Cartridge Label OO NA

Cartridge Lot #: 2\Lo|

Material Description Correct per BOM GYES ONO

Label Clearly Printed and Legible FYES ONO

[ Expiration Date Correct / O MFG Date Correct [AYES ONO 2025 0% /0

Off Board Reagent‘s!

Off Board Réagent Label & Count EN/A

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

ComEonents

Kit Box [ N/A
Flyer(s) Present
4 Rev. OYES ONO HENA
Additional Literature Present
PN: Rev. OYES ONO HENA
PN: Rev.
Pac_:kage Insert Present _ O YES ONO BNA
PN: Rev:

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

PTYES ONO ONA

PN: _950~034% Rev: L

Components Correct per BOM HYES ONO
Foreign Particulates Observed in Kit O YES B'NO
Leakage of Cartridge(s) OYES E'NO

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

Comments E'N/A

Performed By: cCv Date: 10 Fep24
Verified By: M Date: A Fegay

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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary
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‘ . Document Number; D65833
Attachment 1

i
Vo . Rev: C
= Cephe/d, Effective: 10/10/2023
p. 30of 10
Visual Inspection worksheet for Kit Contents-10 kit
Sample #: 3 Sample Location: |Bag#: 3

Cartridge
‘ Cartridge Label 0O NA o

Cartridge Lot#: 21 (0Ol

Material Description Correct per BOM YES ONO
Label Clearly Printed and Legible XYES ONO
& Expiration Date Correct / O MFG Date Correct EYES ONO 2pa2g 08 1D

Off Board Reagent!sz

Off Board Reagent Label & Count E'N/A

Material Description Correct per BOM O YES O NO
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

Comeonents
Kit Box I N/A ‘

Flyer(s) Present OYES ONO HENA

PN: Rev:

Additional Literature Present

PN: Rev. O YES ONO [NA
PN: Rev.

Package Insert Present

PN- Rev: O YES ONO [FN/A
CD(s) Correct per@/ WO (circle one)

Components Correct per BOM BYES O NO

Foreign Particulates Observed in Kit O YES @NO

Leakage of Cartridge(s) OYES @NO

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

Comments @'N/A

Performed By: AL Date: 26 FEbH Y
Verified By: RS Date: oo ~eb 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: 2/20/2024 11:48:32 AM
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|
' ' . . Document Number: D65833
Attachment 1
' - Rev: C
% e,Oh eid, Effective: 10/10/2023

p. 4 0f 10
Visual Inspection worksheet for Kit Contents-10 kit

Sample #: 4 Sample Location: |Bag #: Lf‘

Cartridge

Cértridge Label O NA

Cartridge Lot #: 2 (70|

Material Description Correct per BOM EYES ONO
Label Clearly Printed and Legible FTYES ONO
L&Y Expiration Date Correct / 0 MFG Date Correct LBTYES ONO X022 0% |10

Off Board Reagent(s

Off Board Reagent Label & Count E'N/A

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

Com Eonents

Kit Box O N/A
Flyer(s) Present O YES ONO  BFN/A
: Rev:
Additional Literature Present
PN: Rev. OYES ONO ENA
PN: Rev.
Package Insert Present O YES ONO XNA
PN: Rev: i
CD(s) Correct perBOM/ WO (circle one)
PN: 450 -0% Rev: - EYES DONO  DNA
Components Correct per BOM XYYES O NO
Foreign Particulates Observed in Kit OYES E&NO
Leakage of Cartridge(s) OYES HENO

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

Comments ETN/A

Performed By: RS Date: 20 Feb 2%
Verified By: AL Date: 7 20 Fep 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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary



' Cepheid.

‘ . Document Number: D65833

Attachment 1

Rev: C

Effective: 10/10/2023
p. 50of 10

Visual Inspection worksheet for Kit Contents-10 kit

Sample #:

5 Sample Location:

Bag #: S

Cartridge

Cartridge Label [0 NA

Cartridge Lot #: 21t0)
Material Description Correct per BOM HAYES 0ONO
Label Clearly Printed and Legible @FYES 0ONO

LZ/Expiration Date Correct / OO0 MFG Date Correct

IYES ONO 72006 0% o

Off Board Reagent‘s!

Off Board Reagent Label & Count ﬂ/A

Material Description Correct per BOM O YES O NO
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 ONO

Comeonents

Kit Box [ N/A

Flyer(s) Present

PN Rev: O YES ONO [N/A
Additional Literature Present

PN: Rev. OYES ONO BENA
PN: Rev.

Package Insert Present

PN, Rev: OYES ONO RENA
CD(s) Correct per@/ WO (circle one)

PN: 960 - 0345~ Rev: L HYES ONO DONA
Components Correct per BOM BAYES O NO

Foreign Particulates Observed in Kit O YES ETNO

Leakage of Cartridge(s) OoyYes @ENo

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

Comments ZIN/A

Performed By: Cv

Date:

20FER2Y

Verified By: -z

Date:

Lo Feb24

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: 2/20/2024 11
Confidential - Company Proprietary

:48:32 AM
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y, . Rev: C
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Visual Inspection worksheet for Kit Contents-10 kit

Sample #: 6 Sample Locatioh':‘ ' Bag #: (—;

mmm
: 4 Cartridge Label O NA

Cartridge Lot #: ;2[ bol

Material Description Correct per BOM JZI/YES O NO
Label Clearly Printed and Legible ZYES ONO
A" Expiration Date Correct / 00 MFG Date Correct #YES ENO 2025 ()g [O

Off Board Reagent‘sz

Off Board Reagent Label & Count E NIA

Material Description Correct per BOM O YES O NO
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

Comeonents

Kit Box O N/A
Flyer(s) Present
P Rev: OYES ONO HENA
Additional Literature Present
PN: Rev. OYES ONO ENA
PN: Rev.
Package Insert Present O YES ONO HENA
PN: Rev:
CD(s) Correct pe_r WO (circle one) .
PN: 95D -0345 Rev: _‘/ ZYES EINO DONA
Components Correct per BOM e YES O NO
Foreign Particulates Observed in Kit O YES dNO
Leakage of Cartridge(s) O YES P'NO

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

Comments [A'N/A

Performed By: L Z- Date: ADFephd
Verified By: P.g Date: 20 Feb H-

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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary

o



' . . Document Number: D65833

Attachment 1
. Rev: C
% e,Oh eid. Effective: 10/10/2023

p. 7 of 10
Visual Inspection worksheet for Kit Contents-10 kit

Sample #: ' 7 Sample Location: |Bag #: 7
Cartridge
Cartridge Label O NA

Cartridge Lot# 2/ [,of
Material Description Correct per BOM HYES [ONO
Label Clearly Printed and Legible BYES ONO
B-Expiration Date Correct / O MFG Date Correct XYES ONO 25 0§ 10
Off Board Reagent!s!

Off Board Reagent Label & Count N/A
Material Description Correct per BOM O YES O NO
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

ComEonents

Kit Box [1N/A
Flyer(s) Present
PN: Rev: O YES ONO [&N/A
Additional Literature Present
PN: Rev. OYES ONO ENA
PN: Rev.
Package Insert Present
PN Rev: OYES ONO RZNA
CD(s) Correct peréj@/ WO (circle one)
PN: 50 . 03y Rev: L. YES ONO ONA
Components Correct per BOM Z(YES O NO
Foreign Particulates Observed in Kit O YES B'NO
Leakage of Cartridge(s) O YES &ENO

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

Comments ;YNIA

Performed By: ij 1 Date: L0 Feb FU
Verified By: ;Zg Date: 2o F.eb 7,¢

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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary
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Attachment 1

= ov.
== Cephel'd, Effective: 10/15/20'22

p. 8 0of 10

Visual Inspection worksheet for Kit Contents-10 kit

Sample #: 8 Saniplé Location: |Bag #:’ 174

Cartridge

4 Cartridge Label O NA

Cartridge Lot #: 210 ]

Material Description Correct per BOM HYES [ONO
Label Clearly Printed and Legible HYES ONO
[& Expiration Date Correct / O MFG Date Correct BYES ONO 2p7¢ 0@ 1©

Off Board Reagent!s!

Off Board Reagent Label & Count FN/A

Material Description Correct per BOM O YES O NO
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 ONO

Comeonents
Kit Box [1 N/A

Flyer(s) Present OYES ONO FNA

PN: Rev:

Additional Literature Present

PN: Rev. OYES ONO BENA
PN: Rev.

Package Insert Present

PN Rev: OYES ONO ENA
CD(s) Correct per €OMY WO (circle one)

PN: 9SO - 35S Rev: L Ef' YES ONO ONA
Components Correct per BOM BYES 0ONO

Foreign Particulates Observed in Kit O YES ANO

Leakage of Cartridge(s) O YES @NO

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

Comments [IN/A

Performed By: CvV Date: 20Fea24
Verified By: AL Date: Q0FEBL 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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary



. . Document Number: D65833
Attachment 1
Rev: C

’ Ci ephe/'Q’o Effective: 10/10/2023

p. 9 of 10
Visual Inspection worksheet for Kit Contents-10 kit

Sample #: 9 Sample Location: |Bag #: 9

Cartridc_;e —

Cartridge Label [ NA

Cartridge Lot #: 2t 0l

Material Description Correct per BOM BAYES 0ONO

Label Clearly Printed and Legible BYES ONO

[ Expiration Date Correct / O MFG Date Correct HYES 0ONO 205 og [(©

Off Board Reagent‘s!

Off Board Reagent Label & Count N/A

Material Description Correct per BOM O YES O NO
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

ComEonents

Kit Box [ N/A
Flyer(s) Present
PN: Rev: OYES ONO FANA
Additional Literature Present
PN: Rev. OYES ONO RENA
PN: Rev.

Package Insert Present O YES ONO ENA

PN: Rev:

CD(s) Correct per8&QM/ WO (circle one)

PN: G50 - 34 Rev: L HA'YES ONO ONA
Components Correct per BOM lZI/YES ONO

Foreign Particulates Observed in Kit O YES B'NO

Leakage of Cartridge(s) OYES HNO

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

Comments I N/A

Performed By: Cv Date: L0FERW
Verified By: AL Date: 2o¥Ehz Y

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: 2/20/2024 11:48:32 AM
Confidential - Company Proprietary
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. Document Number; D65833
Attachment 1

Rev: C

Effective: 10/10/2023
p. 10 of 10

’

Visual Inspection workshgét for Kit Contents-10 kit

Sample #: 10

.S;niple Location:

Bag#: |D

Cartridge

Cartridge\LabeI O NA

Cartridge Lot#  2]L0]

Material Description Correct per BOM EYES 0ONO
Label Clearly Printed and Legible HYES ONO-
B Expiration Date Correct / [0 MFG Date Correct BYES ONO 2025 0% 10

Off Board Reagent!sk

Off Board Reagent Label & Count E'N/A

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

Comeonents

Kit Box 0O N/A

Flyer(s) Present

PN: Rev: O YES ONO [FN/A
Additional Literature Present

PN: Rev. O YES ONO [&NA
PN: Rev.

Package Insert Present O YES ONO EINA
PN: Rev:

CD(s) Correct pe@/ WO (circle one)

PN: _9%0- 03¢5 Rev: L @'YES ONO ONA
Components Correct per BOM =YES O NO

Foreign Particulates Observed in Kit O YES ENO

Leakage of Cartridge(s) OYES HENO

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

Comments E'N/A

Performed By:

Date:

20 FEB2Y

(%
Verified By: e

Date:

2.0 Féo?.a’l,

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

Cepheid Confidential Date Printed: 2/20/2024

Confidential - Company Proprietary

11:48:32 AM
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- Rev: C
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Effective: 10/10/2023

p. 10of 10
Visual inspection worksheet for Kit labelling-10 kit
Part #: GXTV-CE-10 Batch #: 1001413525
Sample #: 1 Sample Location: {Bag #: J/_
Kit Labelin
Kit Box [ N/A
Kit Label Clearly Printed and Legible HYES O NO
Kit Label Lot # Correct HYES ONO
Kit Label Part # Correct FYES ONO ONA
Kit Label Exp. Date Correct BYES DONO [DONA
Kit Label MFG Date Correct OYES ONO ENA

Side Label [ N/A

Side Label Clearly Printed and Legible jZ(YES O NO
Side Label Lot # Correct BYES [ONO
Side Label Part # Correct HYES ONO [ONA
Side Label Exp. Date Correct EFYES ONO [ONA
Side Label MFG Date Correct OYES ONO HNA

Additional Labeling [ N/A

Additional Country Label Correct per

BOM / Worksheet / PO (circle one) . OYES ONO  RENA
Hazard Label Correct perBOM) Worksheet / PO / SOP

(circle one) PN: 301-6£695 Rev: HYES DONO DONA

NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments @'N/A

Performed By: L Z Date: 2() FEBRQY
Verified By: cVv Date: 20FeR2Y

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: 2/20/2024 11:49:10 AM
Confidential - Company Proprietary
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j"ﬁ g Attachment 2
O . Rev: C
& e,Oh eid. Effective: 10/10/2023

. p.20of 10
Visual inspection worksheet for Kit labelling-10 kit

Sample #: 2 Sample Location: |Bag #: 2
‘Kit Labelin
‘ Kit Box [IN/A

Kit Label Clearly Printed and Legible HYES O NO

Kit Labe! Lot # Correct @YES 0ONO

Kit Label Part # Correct JAYES ONO [ON/A

Kit Label Exp. Date Correct HAYES ONO ONA

Kit Label MFG Date Correct O YES ONO EN/A

Side Label CIN/A

Side Label Clearly Printed and Legible AYES O NO
Side Label Lot # Correct HAYES ONO
Side Label Part # Correct HYES ONO O N/A
Side Label Exp. Date Correct A'YES O NO O N/A
Side Label MFG Date Correct OYES ONO HENA

Additional Labeling [ N/A

Additional Country Label Correct per

BOM / Worksheet / PO (circle one) OYES ONO HNA
Hazard Label Correct pet O/ Worksheet / PO / SOP

(circle one) PN: _301- (5(o85 Rev: _D AYES DONO ONA

NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments E'N/A

Performed By: cVv Date: 20FEB 21/
Verified By: M# Date: 2 Fop 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: 2/20/2024 11:49:10 AM
Confidential - Company Proprietary
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Document Number; D65833
Attachment 2

Rev: C

Effective: 10/10/2023

p. 3 0of 10

Visual inspection worksheet for Kit labelling-10 kit

Sample #: 3 Sample Location: |Bag#: %
Kit Labeling
' Kit Box LI N/A -

Kit Label Clearly Printed and Legible HYES O NO

Kit Label Lot # Correct 4YES O NO

Kit Label Part # Correct AYES ONO ON/A

Kit Label Exp. Date Correct &YES ONO ON/A

Kit Label MFG Date Correct O YES ONO [&NA

Side Label [ N/A

Side Label Clearly Printed and Legible B YES O NO

Side Label Lot # Correct FYES O NO

Side Label Part # Correct L¥YYES O NO O N/A

Side Label Exp. Date Correct @VYES O NO O N/A

Side Label MFG Date Correct 0O YES O NO CIN/A

Additional Labeling [ N/A

Additional Country Label Correct per

BOM / Worksheet / PO (circle one) e L
Hazard Label Correct pef. BOM)/ Worksheet / PO / SOP

(circle one) PN: _ %01 - LL3TG Rev: D EYES ONO — TNA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments EI N/A

Performed By: [ Date: 10 PER2Y
Verified By: K< Date: 20 Feb 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: 2/20/2024

Confidential - Company Proprietary

11:49:10 AM
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. Rev: C
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Effective; 10/10/2023

p. 4 of 10
Visual inspection worksheet for Kit labelling-10 kit

Sample #: 4 Sample Location: |Bag #: 4‘

Kit Labelin

' Kit Box O N/A

Kit Label Clearly Printed and Legible BYES O NO

Kit Label Lot # Correct XYES ONO

Kit Label Part # Correct HAYES ONO ONA

Kit Label Exp. Date Correct YES ONO [ONA

Kit Label MFG Date Correct OYES ONO IFNA

Side Label 1 N/A

Side Label Clearly Printed and Legible LB YES O NO

Side Label Lot # Correct LFTYES ONO

Side Label Part # Correct HYES O NO O N/A

Side Label Exp. Date Correct HYES O NO O N/A

Side Label MFG Date Correct OYES ONO BENA

Additional Labeling 0O N/A

Additional Country Label Correct per

BOM / Worksheet / PO (circle one) L YES ONO BTN/

Hazard Label Correct per(BOMY/ Worksheet / PO / SOP

(circle one) PN: _ 30\~ (,G8C Rev: D PAYES  ONO  ONA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments A N/A

Performed By: | ILS Date: 20 Fab )4
Verified By: AL Date: 20 FEB 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: 2/20/2024 11:49:10 AM
Confidential - Company Proprietary
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Attachment 2

Rev: C

Effective: 10/10/2023
p.50f 10

Visual inspection worksheet for Kit labelling-10 kit

Sample #: 5 Sample Location: |Bag #: g
Kit Labelin
Kit Box I N/A

Kit Label Clearly Printed and Legible KHYES O NO

Kit Labe! Lot # Correct ZYES ONO

Kit Label Part # Correct JAYES ONO ONA

Kit Label Exp. Date Correct [AYES ONO [ONA

Kit Label MFG Date Correct OYES ONO @NA

Side Label O N/A

Side Label Clearly Printed and Legible BAYES O NO

Side Label Lot # Correct AYES ONO

Side Label Part # Correct HAYES O NO O N/A

Side Label Exp. Date Correct HBYES O NO O N/A

Side Label MFG Date Correct OYES ONO HENA

Additional Labeling [ N/A

Additional Country Label Correct per

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

Hazard Label Correct per@// Worksheet / PO / SOP

(circle one) PN: __361- L 8S Rev: AYES DONO DOINA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments E'N/A
, _ Cy 20FEB2Y

Performed By: CV Date: +  20Fepy
Verified By: LZ Date: XOFeL ¢

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 Con

fidential Date Printed: 2/20/2024
Confidential - Company Proprietary

11:49:10 AM



Document Number; D65833

ity » Attachment 2

%C epheid. Effective: 10/1012023
p. 6 of 10
Visual inspection worksheet for Kit labelling-10 kit -
Sample #: — 6 Sample Location: |Bag #: 5
Kit Labelin
Kit Box [ N/A

Kit Label Clearly Printed and Legible HYES O NO

Kit Label Lot # Correct E@YES ONO

Kit Label Part # Correct HEYES ONO ONA

Kit Label Exp. Date Correct EAYES ONO [ONA

Kit Label MFG Date Correct O YES ONO ENA

Side Label O N/A

Side Label Clearly Printed and Legible ETYES O NO

Side Label Lot # Correct BYES ONO

Side Label Part # Correct BEYES O NO O N/A

Side Label Exp. Date Correct rYES ONO 0O N/A

Side Label MFG Date Correct OYES ONO HENA

[ Additional Labeling [1N/A

(circle one) PN: 301 - 6L &E 5

Rev:

Additional Country Label Correct per
BOM / Worksheet / PO (circle one) O YES ONO EI/N/A
Hazard Label Correct pe‘re@/ Worksheet / PO / SOP FYES ONO ONA

NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments Z'N/A

Performed By:

Date:

A0 Febd

Verified By:

L =z
R

Date:

Qo Feb 24

Current released version of this document resides in Agile Workplace.

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

Cepheid Confidential Date Printed: 2/20/2024

| Confidential - Company Proprietary

11:49:10 AM
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Document Number: D65833
Attachment 2

Rev: C

Effective: 10/10/2023

p. 7 of 10

Visual inspection worksheet for Kit labelling-10 kit

Sample #: 7 Sample Location: |Bag #: 7
Kit Labelin
Kit Box [ N/A

Kit Label Clearly Printed and Legible FYES O NO

Kit Label Lot # Correct LYYES O NO

Kit Label Part # Correct HYES ONO ON/A
Kit Label Exp. Date Correct PIYES ONO ONA
Kit Label MFG Date Correct O YES ONO [IN/A

Side Label [ N/A

Side Label Clearly Printed and Legible ETYES O NO

Side Label Lot # Correct BYES ONO

Side Label Part # Correct X YES O NO O N/A
Side Label Exp. Date Correct CHYES O NO 0O N/A
Side Label MFG Date Correct O YES O NO ZNA

Additional Labeling O N/A
Additional Country Label Correct per
BOM / Worksheet / PO (circle_ gne) O YES ONo  E&rfUA
)

Hazard Label Correct per BOM/ Worksheet / PO / SOP

(circle one) PN: 32/~ |, Rev: /D OYES  DONO  DNA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments [ N/A

Performed By: mwe Date: 20Fepd
Verified By: K\S _ Date: 20 F-@b W

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: 2/20/2024

Confidential - Company Proprietary

11:49:10 AM
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Attachment 2
Rev: C

' C eph eid. Effective: 10/10/2023

p. 8 of 10
Visual inspection worksheet for Kit labelling-10 kit

Sample #: 8 Sémple Location: |Bag #: X

Kit Labeling

Kit Box O N/A i

Kit Label Clearly Printed and Legible HYES O NO
Kit Label Lot # Correct HYES ONO
Kit Label Part # Correct ETYES ONO ON/A
Kit Label Exp. Date Correct BFYES [ONO DONA
Kit Label MFG Date Correct OYES ONO HENA

Side Label [IN/A

Side Label Clearly Printed and Legible AYES O NO
Side Label Lot # Correct [FYES ONO
Side Label Part # Correct HYES ONO [ONA
Side Label Exp. Date Correct B YES O NO O N/A
Side Label MFG Date Correct OYES ONO HENA

Additional Labeli4ng O N/A

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

Hazard Labe! Correct per®OMY Worksheet / PO / SOP
(circle one) PN: __ 30} - (85 Rev: D ZYES ONO  DOINA

NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

O YES ONO B'NA

Comments E'N/A

Performed By: CcVv Date: 2ove 2y
Verified By: A Date: JOFEH2Y

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: 2/20/2024 11:49:10 AM
Confidential - Company Proprietary
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Document Number: D65833
Attachment 2

Rev: C

Effective: 10/10/2023
p.90f10

Visual inspection worksheet for Kit labelling-10 kit

Sémple Location:

Sample #: 9 Bag #: 9
Kit Labeling
Kit Box [IN/A o

Kit Label Clearly Printed and Legible E=YES O NO

Kit Label Lot # Correct AYES O NO

Kit Label Part # Correct EYES [ONO ON/A

Kit Label Exp. Date Correct EYES ONO [ON/A

Kit Label MFG Date Correct O YES ONO ENA

Side Label [ N/A

Side Label Clearly Printed and Legible JAYES O NO

Side Label Lot # Correct E'YES ONO

Side Label Part # Correct HYES O NO O N/A

Side Label Exp. Date Correct EYES O NO O N/A

Side Label MFG Date Correct O YES 0O NO BN/A

Additional Labeling [ N/A

Additional Country Label Correct per

BOM / Worksheet / PO (circle one) O YES ONO  EN/A

Hazard Label Correct per / Worksheet / PO / SOP

(circle one) PN: _30]- k1,85 Rev: _D E'YES ONO  DONA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.

Comments E'N/A

Performed By: Cv Date: 20 FEBl‘F
Verified By: h Date: 20FEB2Y

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: 2/20/2024
Confidential - Company Proprietary

11:49:10 AM
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. Rev: C
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p. 10 of 10
Visual inspection worksheet for Kit labelling-10 kit
Sample #: 10 ISampIe Location: {Bag#: |D
Kit Labelin
Kit Box 0O N/A
Kit Label Clearly Printed and Legible &AYES O NO
Kit Label Lot # Correct XYES O NO
Kit Label Part # Correct HYES ONO ONA
Kit Label Exp. Date Correct @YES ONO ON/A
Kit Label MFG Date Correct O YES ONO [EN/A
Side Label [ N/A
Side Label Clearly Printed and Legible [ YES ONO
Side Label Lot # Correct A YES ONO
Side Label Part # Correct LFYES O NO O N/A
Side Label Exp. Date Correct LYYES O NO 0O N/A
Side Label MFG Date Correct O YES O NO CIN/A
Additional Labeling [1N/A
Additional Country Label Correct per
BOM / Worksheet / PO (circle one) O YES ONO  EN/A
Hazard Label Correct per(BOMY Worksheet / PO / SOP
(circle one) PN: 710\4.0(%‘) Rev: AYES ONO DNA
NOTE: Only One Revision is allowed for Hazard Label per Kit Batch.
Comments ETN/A
Performed By: M Date: v azer
Verified By: wF Date: 20FENR24

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: 2/20/2024 11:49:10 AM
Confidential - Company Proprietary



Document Number: D6256
/ Attachmént.1
’ Effective: 11/14/2022
=~ Cepheid,

Rev: U.1
1 of
" rbipoles

Planned Deviation / Temporary Change

23-PDR-081

SECTION A: Implementation (Completed by Quality)

Quality Reviewcf'://;tﬁ;%n\,{//w SignaturW Effective Date: » &/ a/O/ 020&_3

SECTION B: Initiation (Completed by Initiator)

Initiator: Chris Robinson Department Name: Manufacturing End Date=89/35/2033~ [
D sz (DE@2pqpeay
Document # Rev# Step # Document Title [(] Additional Attachments
6.5.3.3 Table 1
D4053 AV (Attachment F and Visual Inspection Process
Attachment G)
Affected Part# Rev# Lot# / Serial# Part Description [] Additional Attachments
ﬁ;‘bgsjé\:s 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) [] Additional Attachments

Current Process: D4053 Visual inspection process is used for every lot that has been produced through PAL at Lodi B2.
D4053 Attachment F or Attachment G are used based on kit requirement of the production lot.

Changed Process: D65833 Visual inspection process Lodi will be used instead of D4053 Attachment F and/or
Attachment G per D4053 6.5.3.3 Table 1. All other acceptance criteria from D4053 will remain as is and will be executed
as required.

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

Background:
Lodi B2 IVD received customer complaints for mixed products in May 2023 causing the safety risk for patients. Thus, it
was identified that existing inspection process might be insufficient to identify such non-conformances.

Justification:

Use of D65833 will implement higher scrutiny of product being packaged at two different locations on PAL line. This
change will build higher confidence of verification of products through increased number of inspections done
throughout the lot than the existing inspection process. The only change with D65833 is having increased number for
inspection points throughout the PAL lot from 3kit to 10 kits. D65833 WI can be referred for new inspection process
however the acceptance criteria/ requirements for kit inspections (visual aids) shall still be referenced from D4053.

The associates will have to attach different documents based on the kit type:

D New end Lake eptension zﬁcwf— Aorm D 6lS b atlochweitt  P-is] 2023

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

O Vow ond Lt P%Cepheld Copfidentisl D Prind: 0115202050326 P, ¢ 1 6o 3

Confidential - Combanv Pranrietarv




Document Number: D6256

/ Rev: U.1
/ Attachment 1
’ Effective: 11/14/2022
2~ Cepheid, e

p. 2 of F
,ﬁ;fe/&o/zz

Planned Deviation / Temporary Change

23-PDR-081

10kit: D65833 Attachment 1 and 2 (instead of D4053 Attachment F)
50 kit: D65833 Attachment 3 (instead of D4053 Attachment G)

Risk:
Low risk is associated with the proposed change. The proposed change does not impact product form, fit, function.

Action Plan

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

Attachments

Manufacturing:

1. Train the affected team
a. PAL manufacturing
b. Quality Assurance
¢. Planning Team
2. Record PDR# in affected DHR
3. Attach final copy of PDR to affected DHR

Quality Assurance:

1. Verify that a copy of PDR is attached to the batch records.
2. Verify D65833 Rev A Attachment 1-3 is attached (as applicable) to each DHR instead of D4053 Attachment F or
Attachment G.

Disposition Action ,
(describe the requirement for disposition of product or materials manufactured fiom this change) D Additional
Attachments

Disposition of affected lots will not differ from acceptance criteria and release criteria in production. All iots affected by
this PDR shall conform to normal lot acceptance.

Closure Criteria: Completion of all commitments outlined in attached commitment form
Commitments Exist? [X] YES D NO (If Yes, complete Attachment 2 Commitment Form)

Is training required to be conducted before executing this PDR?
YES If Yes, attach training documentation once all required approvals are received in section C.
; [ NO 1IfNo, justify why training is not required below

Name Signature Date

Initiator Chris Robi
ris Robinson 5%4
*e-sign O éﬂS/ 23 *e-sign 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: 6/15/2023 3:03:26 PM
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Rev: U.1
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Effective: 11/14/2022
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23-PDR-081

SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments**)
NOTE: Manager or above level signatures required

Department

Name

Signature

Date

Initiator Manager (Direct

Stephan Povio

C/rs/23

- s
j : ; *e-sign O]
7

manager or above) *e-sign OJ
Manufacturing: Amina Basara < e=sign [ Q// 5/23 *e-sign [J
Materials: Harvey Lujan 847047%-5@1 o é// 5_/2 D esignO
LA / N ¥ ¥ v ]
Quality: Steven Aviles ‘%’; *e-sign 1 G/05/2 % *esignl
1~

Stakeholder Dept.: N/A *e-sign [J *e-sign O
Stakeholder Dept.: N/A *e-sign O *e-sign [J
Additional Controls (Quality): [] YES 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: 6/15/2023 3:03:26 PM

Confidential - Companv Proprietarv
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Attachment 2
/ . Effective: 11/14/2022
~~ Cepheid. 5Ty efsok

Planned Deviation /Temporary Change— Commitment Form
SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-081

Commitments Quality
Commitment Owner Owner Date of Date of Date Quality
# (01, 02 etc.) Description of Commitment Name Initial/ Due Date Commitment Closure Transferred | NC Number initial
’ ’ Date Completion Verification to NC !
Training for affected group(s): .
1. PAL manufacturing Chri f/ q é 23 é
01 2. Quality Assurance s 1V 06/20/2023 /bﬁ/ /07-4 /}3 MY A
3. Planning Team Robinson (9[\\ol Kfﬁ’
*o.
O N/A if training is not applicable ‘signD

N
\ -
02 D65833 Rev B is released Mansi / paale,:s(!%s. (’g /013 2 / [20 /Q— 3 W /m/ 79}—

in Agile Bhosle 06/21/2023
03 Removal of PDR copies Chris %L/ f 3
from manufacturing areas Robinson - \\OUE‘SSI%I Al 2 @
ol Rbafis 22

*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) dne dzte o —~form DELSE ehmaod o pragfisfeoz3
g o Mmg/gmjbggwf brchimet-¢ Pt nfief23 iz
WVVY‘j 4 nlrz B a3

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: 6/15/2023 4:32:13 PM

Confidential - Company Proprietary




Document Number; D6256

Rev: U.1

/ Attachment 2

. Effective: 11/14/2022

Z Cepheid. o 1ot

Planned Deviation /Temporary Change— Commitment Form
SECTION A: Commitment Form (Completed by Initiator)
Planned Deviation 23-PDR-081
Commitments Quality
. Date of Date of Date .
Commitment Description of Commitment Owner _aner Due Date Commitment Closure Transferred | NC Number Qu.a!lty
# (01, 02 etc.) Name Initial/ Date . R . initial
Completion Verification to NC
/
Training for affected group(s): ‘\/P( /
01 N/A N/A ///R\'T 8 ( 23
O N/A if training is not applicable *e-sign(] /
Updated revisions released Jg Djl’ﬁ AL
in Agile for D4053, e & a iy
04 D65833, and related }ﬁ;"? a/ig| 23 @aﬁ(r&eﬁs
document attachments and Y ’P"

kitting worksheets ﬁ-\“(:'}b *e-sign [ 1 “’b3

*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):

© New owner and row due dote

per secord Gptfonsion D e diachmadt ¢ PF U153 [

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: 8/15/2023 12:53:31 PM
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; Effective: 11/14/2022
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Planned Deviation/ Temporary Change - Extension/Void Request Form

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

Planned Deviation 23-PDR-081 Type of Request: [X] Extension [] Void

New End Date: 11/30/2023
Commitment Number(s): Number of Extension: First
[:] Second
N/A [] Third CINA

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

Requesting end date extension to include and complete new commitment #04 prior to new PDR end date:

Procedure updates will be completed to proceduralize the modified instructions provided by 23-PDR-081. The following documents will be
updated to include instruction provided by this PDR and made effective by 11/16/2023.

D4053 - QC Visual inspection Process

D65833 - Lodi PAL QC Visua! Inspection Process Work instruction

All related document attachments and assay specific kitting worksheets

Commitment #3 (Removal of PDR copies from Manufacturing area) new end date is 11/16/2023

Is the commitment overdue: l:] Yes No
If Yes, explain: N/A

Department

Name

Signature

Date

Initiator

Chris Robinson

*e-sign

See Digital Signature Form

(Director or VP Level signatures required for Extension(s))

SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments)

Department Name Signature Date

Manufacturing Brian Nieri . See Digital Signature Form
*e-sign M

Materials Alik Bhowmick . See Digital Signature Form
*e-sign M1

Quality Rajesh Gur . See Digital Signature Form
*e-sign M

Stakeholder Dept.: N/A

P *e-sign [

Stakeholder Dept.: N/A .

*e-sign [

*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.

Cepheid Confidential Date Printed: 9/15/2023 '3:14.06 PM
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Document Number: D16660
Rev: A

Page1of1

Digital Signature Form
Planned Deviation / Temporary

Before using this form, you must complete training per D16659 Document Change - Extension/Void

Originator Instructions: Name: | pequest Form
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: |Sep 15, 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: Sep 15, 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 |Chris Robinson E-mail |chris.robinson@cepheid.com Phone [2098809140

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

(" Approved with changes (below) C Approved with changes (below) C Approvéd with changes (below)
— |[prian g . . . Rajesh o

Brian Nieri Nieri Oat:20230015 Alik Bhowmick Rajesh Gur Gur Dae:20230815

Department |Manufacturing Department |Materials Department [Quality Systems

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

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

- Chris  Glimen
Chris Robinson Robinson 2eess N/A N/A
Department |Manufacturing 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 wwv.adobe.com.
Click in the signature field to sign the document. A wizard will teach you how 1o create a digital signature. For details, see D16656 Pracedure, Digital Signature Creation and Use.



Document Number: D16660

Rev: A

/C e,oheid. Effective: 06/27/2013
. . . Page 1 of 1
Digital Signature Form

Before using this form, you must complete training per D16659

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

. . . . : 15,2
Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: |Sep 023
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:

Planned Deviation / Temporary
Change - Extension/Void
Request Form

Document
Name:

Sep 15,2023

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 |Chris Robinson E-mail |chris.robinson@cepheid.com Phone [2098809140

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

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

Brian Nieri Alik Bhowmick ik ,?;’;'.:::;‘:;::(k Rajesh Gur

Bhowmick 03 mts )

Department |Manufacturing Department {Materials Department [Quality Systems

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

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

N Chris  QliRsoon

Chris Robinson Robinson snms N/A N/A

Department |Manufacturing Department |N/A J Department [N/A
Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at wwvs.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 Signature Creation and Use.
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Planned Deviation/ Temporary Change - Extension/Void Request Form

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

Planned Deviation 23-PDR-081

Type of Request: [X] Extension [_] Void

New End Date: 02/29/2024
Commitment Number(s): Commitment #4 Number of Extension: [ ] First
Second
LINA [ Third CInA

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

D4053 - QC Visual Inspection Process

Is the commitment overdue: [_] Yes [X] No

All related document attachments and assay specific kitting worksheets
In addition, the owner of commitment #4 has changed and is assigned to Jay Soni.

Commitment #3 (Removal of PDR copies from Manufacturing area) new end date is 02/14/2024.

Requesting end date extension to complete commitment #04 prior to new PDR end date. Was not able to complete commitment #04 by original
due date (11/16/2023) due to the number of documents that require update and document availability in Agile.

Commitment #4 - Procedure updates will be completed to proceduralize the modified instructions provided by 23-PDR-081. The following
documents will be updated to include instruction provided by this PDR and made effective by 02/14/2024.

If Yes, explain: N/A
Department Name Signature Date
Initiator Chris Robinson . See Digital Signature Form
*e-sign M
SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments)
(Director or VP Level signatures required for Extension(s))
Department Name Signature Date
Manufacturing Brian Nieri L See Digital Signature Form
*e-sign
Materials Alik Bhowmick L See Digital Signature Form
*e-sign M
lit Rajesh Gur See Digital Signature Form
Quality ) *e-sign M Bre>e
Stakeholder Dept.: N/A
P *e-sign []
Stakeholder Dept.: N/A
P *e-sign [

*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 absolete revisions.
Current reteased version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 11/16/2023 11:46:03 AM




Document Number: D16660
/ . Rev: A
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Page 1 of 1

Digital Signature Form

Before using this form, you must complete training per D16659 Document 23-PDR-081_2nd Extension

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: [11/15/2023
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: 11/16/2023
AR
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 |Chris Robinson E-mail|chris.robinson@cepheid.com Phone |209-880-9140

(# Approved as-is C Approved as-is (¢ Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)

, Chris e . : | Atk by Ak Bhawmick
Chris Robinson |0 o con e 20281115 Brian Nieri Alik Bhowmick fap o ovmick aie 20231116
Department |Manufacturing Department {Manufacturing | Department {Materials
(" Approved as-is (" Approved as-is (" Approved as-is
C Approved with changes (below) C 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 fleld 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.
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Digital Signature Form

Before using this form, you must complete training per D16659
Originator Instructions:
Name the document to be reviewed something unique and easy to identify

Document

23-PDR-081_2nd Extension
Name:

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 Dellvered: |11/15/2023

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: 11/16/2023
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 |Chris Robinson E-mail [chris.robinson@cepheid.com Phone |209-880-9140

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

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

Chris  Gimoaien Brian  Dtavsoned
Chris Robinson | jpop i Brian Nieri i Daeaon, Alik Bhowmick
Robinson teyruoser Nieri  Sxexzils

Department [Manufacturing Department {Manufacturing Department {Materials

(¢ Approved as-is

(" Approved as-is
(" Approved with changes (below)

C Approved as-is
(" Approved with changes (below)

(" Approved with changes (below)

Rajesh pDelatysigned
Rajesh Gur G ) Pt N/A N/A
ur 21:22:27 -0800°

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 avallable for free at www.adobe.com.
Click in the signature field to sign the document. A wizard wiill teach you how to create a digital signature. For details, see D16656 Pracedure, Digital Signature Creation and Use.
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Planned Deviation/ Temporary Change

23-PDR-087

SECTION A: Implementation (Completed by Quality)

hSignature:

Effective Date: é/cQs ﬁl{)ﬂ}

Quality Reviewem ({‘}MM'J

SECTION B: Initiation (Completed by Initiator)

f’/?l I 2k

Initiator: Kevin Wermers

Department Name: Manufacturing End Date:.07-/-26f?ﬁ234—0(_’7‘, 2025

Document # Rev # Step # Deocument Title [] Additional Attachments
D7832 AC N/A QA Ops Product Release Record Review

Affected Part# Rev # Lot# / Serial# Part Description [] Additional Attachments
L ASSAY | NA 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)

[[] Additional Attachments

Proposed Change:

Table-1.0: Acceptable Variance in Quantity

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.

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.

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
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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 difficuilt 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; Commitments 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 mnaterials 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
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Planned Deviation/ Temporary Change

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?
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
Initiator Kevin Wermers 7V W——* A3TJumr3
*e-sign [1 *e-sign [
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 *e-sign [ Z233UN2% *e-sign []
7

Manufacturing: Chris Robinson tm-sign O] Z3TUNTY segenO

Materials: Kevin Nicholson "KA_;M A_stesign 0 |233us 2023 veign D
Quality: Rajesh Gur *e-sign & #e-sign
Stakeholder Dept.: N/A N/A *e-sign [J *e-sign []
Stakeholder Dept.: N/A N/A *e-sign [ *e-sign [

Additional Controls (Quality): [ ] YES 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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Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

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
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail.

Document Number: D16660

Rev: A

Effective: 06/27/2013

Docu

Name:

ment 1,3 pDR-087

Pagewox

PAop)o3

Date

Delivered: [Jun 23,2023

Date

Due: Jun 23, 2023

Approver Instructions:

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:

CC only:

E-mail

Originator lkevin wermers

kevin.wermers@cepheid.com

Phone

209-642-6510

(¢ Approved as-is
(" Approved with changes (below)

C Approved as-is
C Approved with changes (below)

" Approved as-is
(" Approved with changes (below)

Ra'esh Digi(all{slg:red
Rajesh Gur ~ [loors B, N/A
ur 1806:43 0700
Department Department |[N/A Department |N/A

C Approved as-is
(" Approved with changes (below)

C Approved as-is
C Approved with changes (below)

(" Approved as-is
(" Approved with changes (below)

N/A

N/A

N/A

Department |N/A

Department IN/A l

Department [N/A

Comments:

O%WM{//?‘!’

7fat)23

m&—/y per sedlion ¢ of DboST

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 Signature Creation and Use.
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Planned Deviation /Temporary Change— Commitment Form
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SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 23-PDR-087

Commitments Quality
. Date of Date of Date R
;l‘ommxtment Description of Commitment Owner .aner Due Date | Commitment Closure Transferred | NC Number (?u.a !1ty
(01, 02 etc.) Name Initial/ Date . . . initial
Completion Verification to NC
Training for affected group(s): Y J
Kevin . i
1 1. Manufacturing Wermers 1043 06/ 17/1043 é/a?é/ﬂojj é/g")/‘;lo‘;-% NA— /v ] //q‘}“
2. Quality System 06/
EJ N/A if training is not applicable *e-signld
M 723
PDR Closure:
K
This PDR will assess through NC Kevin v ASTAR- ZEVES.L
smartsolve if any additional NCs Wermers 633 of 13 /;b [9]] 5/9':3 /Y :ﬁ‘ N 1
2 were found for quantity 0 6/ ‘)"S / > @ ‘ ﬂ'
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):

@WO{/«L date oiwwaeo{/)"o 10/‘7/3-_3 based o Lotersion /‘Waf/m}af : 73/7/}5’/3—3

KU ggSucts

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; D6256
Rev: U.1

Attachment 4

Effective: 11/14/2022

p. 1of1

Planned Deviation/ Temporary Change - Extension/Void Request Form

v 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

A

Number of Extension:

D4 First
] Second
[] Third

CIN/A

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 No

if Yes, explain:

Department

Name

Signature

Date

Initiator

Kevin Wermers

*e-sign X

Refer to Digital Signature Form

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
*e-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 L. N/A
*e-sign [J
Stakeholder Dept.: N/A N/A . N/A
*e-sign 1

*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.
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/ Document Number: D16660
. Rev: A
/C e,ohe/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 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: |Jul 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: Jul 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) C Approved with changes (below)

, Kevin X reme Nate e . o |k by Ak Showrmlc
kevin wermers Wermers Zs2080m2s Nate Sulaver Sulaver CuezEzs Alik Bhowmick {lap owmick oae: 20230726
Department jManufacturing Department |Manufacturing Department {Materials
(" Approved as-is (" Approved as-is C 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 will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.
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Document Number: D16660

/ . Rev: A
Aj e,ohe/ d. Effective: 06/27/.;;13

Page 1 of 1

Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

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

- on the outgoing e-mail. Use the Comments box to provide any pertinent

Document [D6256 PDR extension
Name: 23-PDR-087

Date

Delivered: {Jul 26,2023

information. Save, then distribute the form and document by e-mail. Date

Due: Jul 27,2023

Approver Instructions:

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:

CC only:

Originator [kevin Wermers E-mail

Kevinwermers@cepheid.com Phone

209-642-6510

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

C Approved as-is
(" Approved with changes (below)

H Digitally siqned by
KeVl n KevinV/ermers

Date:2023.07.26

kevin wermers
Wermers yessar oree

Digitally signed
Nate by Nate Sulaver
Date: 2023.0726

Nate Sulaver
Sulaver 16:04:35 -0700"

Alik Bhowmick

Department jManufacturing

Department [Manufacturing

Department |Materials

(¢ Approved as-is
(" Approved with changes (below)

(" Approved as-is
(" Approved with changes (below)

(" Approved as-is
(" Approved with changes (below)

H Digtally signed
RaJESh by Rajesh Gue

Date:2023.07.26

Gur 17:11:224 0700°

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 will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.
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Planned Deviation/ Temporary Change - Extension/Void Request Form

Document Number: D6256
Rev: U.1
Attachment 4

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: L] First
Sccond
RN (] Third Onva

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 NC# 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: D Yes @ No
If Yes, explain:

Department Name Signature Date
. _ Chrig Robinon .
Initiator Chris Robinson Chris Robinson (Oct 27, 2023 12:59 FDT), see e-signature
*e-sign O

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 A D . See e-signature

*e-sign []
. ik Bhowmick .

Materials Alik Bhowmick M,,,A;,wfmkkﬂm, eI See e-signature
*e-sign [1

Quality Rajesh Gur 'xies%w (oct % 202321:07P0Y) . See e-signature
*e-sign OJ

Stakeholder Dept.:

Maintenance and Processing Wasiu Ashiru Wasiu Ashins (Oct 24, 2023 18:53 PDT) See e-signature

i oeri *e-sign [
Engineering
Stakeholder Dept.: N/A *e-sign OJ

*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.

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




Document Number: D6256

Rev: U.1
Attachment 2
Effective: 11/14/2022
p. 10of 1
Planned Deviation /Temporary Change— Commitment Form
SECTION A: Commitment Form (Completed by Initiator)
Planned Deviation 23-PDR-087
Commitments Quality
. .- .y Date of Date of Date .
:«()(leim(;;n::; lz:?;r:ittﬁz:f %:::: Ownle)raigltlal/ Due Date Commitment Closure Transferred | NC Number ?:;il:ly
? - Completion Verification to NC .
Training for affected
group(s):
* N/A if training is not
applicable *e-signd
Complete validation of QL pE
03 the cameras in Antuan 71 0%
manufacturing Reed
workstation *¢-sign O 04/30/2024
|
1 Update PAL Batch Cf’
| Record to include Chris -
| 04 quantity received from Robinson | Z50C 25
ROBAL *e-sign O 05/17/2024
| Remove posted copies * Chris CjL k4
05 . &0\ 2
of PDR Robinson | Z25 70 "0 | 0s/17/2024
*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):

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: 10/25/2023 5:37:39 PM
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Document Number: D64848

. - Rev: A.2
/; Cepheid. Effective Date: 01/17/2024

Page 1 of 22
ROBAL Worksheet for GXTV-LODI B2-IVD

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

Batch#| 1001413525

Print Name Initials Signature
Robec) Rewes R /%7/'/47/
ROwiey ?JPD S PEY /,/%" ‘9 ,/, L
SRTALA - DWW SO g{% &rl\w
Jorn neE A CJZ ApC ﬁéﬂm
Sodi e Sh Aoz %M,
Annka g, AS Warggn
Ju\/\ P]cﬁ/f?)o]&\ \JF? ( W
Yoecd Moviderw T a0
Maricd Buomauro MLB ﬁ@%}i’“’“’"
FERDINAND —HM38 - T élb"‘
San¥rcS Sosan  Leown 5S L Sr7.
CHRLS MART \WDELCAMP O M A~
&5\\/\'0& Colares 5CS &2@
Alown Sovd o, AS filan Sodllown
Lllgtns Hougtor A é@/%‘
(N oebn Goubhsta NG y

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: 2/19/2024  10:45:20 AM
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Document Number: D64848
/ Rev: A.2
Ce,ohe/d Effective Date: 01/17/2024

Page 2 of 22
ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525
Production Information
Part #: CJGXTV-10 AGXTV-CE-10 Rev Level H
PO #: 1089074
LSP Number 21601 ROBAL # 19
Label Attached D0662 (Print cartridge labels per BOM according to Manual Batch Rabery Re A0S 19 Felb 24 1096
D0363/D55326 for each applicable step.) Record Initiator: Print N;me Date Time

SECTION 1: Line Clearance

Task Description for Manufacturing Action
Ensure work area is clear of material from previous Production Order/Work Request. [4'Yes
Ensure workstation on machine is clear of material from previous Production
[ Yes
Order/Work Request.
Ensure floor stock materials with an expiration date are not expired and will not
. . [ Yes
expire before the end of the build.
Ensure Cartridge Lid Film PN from current Production Order/Work Request is same = Yes
PN for next run online. (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. @ Yes
Record start time for production (when filling the hopper with retaining balls, beads, (Time)
and desiccant) 2045
Additional Documentation (i.e. PDRs, CRM)

| PDR#: [IN/A CRM#: [4AN/A

Y -POR -0V
Employee Sign and date

Performed by: W Je D ArC B2y

d
Verified By: Employee Sign and % /14/ V / @F@@M

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: 2/19/2024  10:45:20 AM

Confidentlal - Company Proprietary




Document Number: D64848

////C:eﬁ)/‘)e/cfo Effective Date: 01/576/‘/7:(;\2'31
. ) Page 3 of 22
ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525
SECTION 2: Line Setup
S Task Description Required Values
Record the Liquid Dispense Cart ID # that is being used: LDC-_ O\
.~ .+« .. _}Check Flow Meters are within calibration. Calibration Due Date: O[3\ 2y
Liquid Dispense [ hack pressure Regulators are within calibration Calibration Due Date: ©1/2\/24
- Assemblyand = T ,
~ Preparation Use D51100 Connection Schem»atic for GXTV. =4
;Re*c,‘ord lastdate cleaned: * \Aree2y
-] Turn Main Air Supply “ON” [ Turned ON
| Set up needle guide block: 300-8169 or 302-0664 4 300-8169 or [] 302-0664 Verified
Set up needle block holders: [ 300-8170 Verffied
300-8170, 300-8171, 301-1921, 301-1922 4 300-8171 Verified
ot [4 301-1921 Verified
| [ 301-1922 Verified
Enter GXTV Recipe: 32 Record Recipe #: 27
'ROBAL Gen Il Setup Verify the Set up Bead Feeder Plate Part # (] 700-4458 or E{700-6914
(D51077)  |.700-4458 or 700-6914
o o | Set'up Bead Feeder Configuration: D20049 Doc # and Rev: D2Q0H{A Rev: ©
:E:)up;;ie;?l-gfall Shuttle Plates Sub Part #: -7
[ e e e Name: FLT T
Welder Counterbalance Pressure: 10-12PS| Welder 1 Welder 2
Target: 11.6 PSI (.1 0.s
-+ Trigger-and'Scan Performed =4 g

Performed by:f . ‘ Employee Sign and date \O\FEEQL\

Venf,ed By ..} Employee Sign and date 4/ 7/%7// /QFE&W

*Last date cleaned must be within 7 days; if last date clearfed 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: 2/19/2024  10:45:20 AM

Confldentlal - Company Proprietary
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ROBAL Worksheet for GXTV-LODI B2-IVD

Document Number: D64848

Rev: A.2

Effective Date: 01/17/2024

Page 4 of 22

Batch#| 1001413525

SECTION 2:Line Setup continued: Material Confirmation
o Part# . - . Component Lot# or Batch # Part # Component Lot # or Batch # Expiration Date
: ' , PPN Desiccant
00708 | TubesetGreen. | \qc G 0011061 sad OSSO oL 2075
. NaOH
N _ . . - - 500-1286
001-1709 Tube Set-Blue QB26S © Sub-container #1 113922 24 IUL2025
0 01-1710 Tube SetRed S 257 >00-1395 Sub-container #2 \oo\“ 1 2012- @ SOULRZY
' ' , Trich Lysis
. 001-1711 . Tube Set-Yellow \0S2¢% 500-1757. Sub-container #3 lonla aaey - B 2ANG2a24
~ Flu A_B.Wash
001-1712 Tube Set-Black . \Q (G 500-1437 Sub-cortainer g4 |©O\AS%A VAN 2Y
T SRR [J 500-1580 PEG or Binding .
001-1713 - Tube Set-Gray Q2GS [Z'500-3080 Sub-container #5 | \O\QIGIE - | OIBNZ02S
001-1714 Tube Set-Pink \Q4 072 500-1832 TSR Bead RO\ A \2/28/209720
001-1715 Tube Set-Turquoise \02 6N 300-6919 Dispense Needle H3\Y
301-0565 k Tube Set-Clear \Q324% 300-8449 Dispense Needle (long) | 42(SQq
-"301-0566 | Tube Set-Orange Q4 a4y 001-1586 | Dispense Nozzle (pre-lid) | \Q2 (A
'30'03609_9 | small Retain Ball D\ 252\ 500-1833 EZR Bead Oo\g 51 (2/20 /26726
7500-0037 | ‘LargeRetainBall | D5 \2G52 500-1524 SPC Bead VA0S OV/0/ 28727
700-3022 - °| Sub-Container Interface | {05544 Part # Component Lot # Mold Number
[J300-4705 . .
F302-1455 Cartridge Lid OH 22022\ <
0700-3605 ook
N QNS4
g;gg_:ggi Open Cartridge 7% ot
[4700-5772
0 300-8371
[¥302-2291 Funnel ¥\2402\2A N
‘. ‘Perfbrm‘éd by ST Employee Sign and date 2‘ ) 3 - \G\F\E,'G?L\
“Verifiedby: "~ | EmployeeSignanddate —=—J A/ jaceny

* At the beginning of the run and during in-process changes, verify the welder s’ettings are within specification per the D51100
j QO Pack # GO\ -2\24 1S OpgroNkd IR NS pa- 24.PDR -0V, SO AR

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: 2/19/2024  10:45:20 AM
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Document Number: D64848

? r Rev: A.2
///Cepheid, Effective Date: 01/17/2024
. . Page 5 of 22
ROBAL Worksheet for GXTV-LODI B2-IVD Batch# 1001413525
SECTION 2: Line Setup continued: Material confirmation | LIN/A employee sign and date:
Lot/Batch #: QA\AQH
MR#: Fuy
(Check one) Roll # AU GG
Set-Pos: 1
Filr.n Seal 3/001-2614 Film Inner seal Temp:
(Issue Materials per D24651) Qualified Range: 340°F to 360°F Target: H3 H4
] 001-1062 355°F
Actual Temp (°F): 1 265
Film Seal Pressure 6O
Qualified Range: 55-65 PSI Target: 60 PSI ’
Performed By Employee Sign and date 2 l . ’ M \q?E‘B?L\
Verified By Employee Sign and date % f%& - M

SECTION 2: Line Setup continued- Label Roll information

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

First

04065121601 2533

e11adyauaty

Second

04065121601 2533
1987150718

x
T
(1]
®
— Eafg Lo
9 . e Q r3
( )
SO ey D lare ey
Assay Name, Lot/LSP and expiration date/manufacturing o
date on label matches production order Yes
Empl Si d dat
Performed By mployee Sign and date M S e MFeEY
eger Empl Si d date .
Verified By MRV SR A S Ao LV 19pemy

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: 2/19/2024 10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Document Number: D64848

Rev: A.2
Effective Date: 01/17/2024
Page 6 of 22
Batch#| 1001413525

SECTION 2: Line Setup continued- Welder Setting

CIN/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

. A . . Verify the welder settings are within
Welder Setting Specification Welder 1 Setting Welder 2 Setting specifications per the D51100
Trigger Force (Ibf) 40 4 0
Weld Force (Ibf) ¢g ¢S APASS
Amplitude (%) A% Qs L1 If Fail: Issue BMRAM and print
™ Energy () Additional Page 6)
[0 RPN (in.) 7o | S
Performed By Employee Sign and date :ér\)j/' La FE® 24
Verified By Employee Sign and date ~ § \4FER2 Y
SECTION 2: Line Setup continued- Ball Height Check and offline testing
Ensure the large retain ball heights are within spec and funnels are properly inserted.
Chamber # Specification Cartridge 1 Cartridge 2 Cartridge 3 Cartridge 4
Chamber 1 26.0-27.0 mm A3 MNo-O 26.5 26.0
Chamber 11 35.0-36.0mm 364 359 35 4 35.0.
All 4 Cartridges have / —
Funnel Chamber 3 funnel installed v v
(Check One) Asset ID: L# Calibration D [L-PASS
. alibration Due
CMicrometer ID 12900 Date: 3-3|-4 L1 If Fail: Issue BMRAM correct
[MCaliper ID 9 ' and print Additional Page 3)
Offline Testing* Quantity: 72 O

Performed By:

Employee Sign and date

duvdea Fove (9 Feran

Verified By:

Employee Sign and date

A A1,

[AFelsZ4

*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 GXTV-LODI B2-IVD

Batc

Document Number: D64848

Rev: A.2
Effective Date: 01/17/2024
Page 7 of 22
h# 1001413525

SECTION 3A: IPT Sampling

SECTION 3B: Additional IPT/ VST Resampling

Bag #* Tray # QcC Qty Employee Sign and date aﬁBeacfe d Tray # Qty Employee Sign and date
aeT
° 1 o | dn) 1Grepay i /
[ oieT
1 | —A 20 ZOFED?HV O vsT
/ oweT
2 10~ 1R 20 (%D %mo_q, O vsT /
et
3 | -1 20 | i) norepn B ver e
g et \\?& YG’/
4 118-% 20 WFepY Qvst v/
apT
5 |37-u4g 20 ~ Roveray O vsT /A\A
aeT
6 |44 20 20FEBIY O vsT /
_ arw
7 | 55-(% 0 |2 RoFeray ST
‘O IPT
8 |4 72 0 |Fm = 20%pay / O vsT
. _ aipT
9 |[72-¢) 20 % ForEBAY // O vsT
- Ot
10 | ¥2-9] 20 4’/'27>’ O?OF(?@&W/ / O vst
Lot Aborted O Yes [ N/A Verified By: Employee Sign and date
. Total Sample
Total Sample Quantlty 210 Verified By: Employee Sign and date . O f % y
Quantity L 20 FEY LM
%7/’

*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, sampies must be pulled from

the trays completed, evenly across the lot.

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: 2/19/2024  10:45:20 AM
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Document Number: D64848

/ ' Rev:A.2
~ Cepheid. Effective Date: 01/17/2024

Page 8 of 22

ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525
gsrca':;ION 3C: Additional Sampling for Testing/ in-line EAN/A Employee sign and dat_é.%ﬁ 724‘, - 20 FEB2Y
Bag Reason .
affected Tray # Qty (If other, make comment) Employee Sign and date

Ome/AE OPE OF |

O ME/AE O Pe OFI

OME/AE OPE OFI
|
|

O Me/AE OPE OFI

‘ OME/AE OPe OF

? OME/AE OPE OFI

O Me/AE OPeE OFI

OME/AE OPE OFI

O me/AE OPE OFI

OME/AE OPE OFI

OME/AE OPe OF

Employee Sign and date

Total Sample

Quantity 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: 2/19/2024  10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 9 of 22

Batch#| 1001413525

Section 4: Production Logbook (Material Refilll Change)

Section 4A: Refill of TSR Bead(500-1832), EZR Bead(500-1833) and SPC Bead(500-1524)*

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

Performed by

Verified by

Lot #/ Batch# Tray # Employee Sign and date Employee Sign and date

0O\ DR 19 5 M \aAFeERL /W{MWW 0 FeR 2

001465764 8 /%J e Y Mlbivouwe 11PERY
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loolYlo ¥19 13 oM Lo FEB Y [47% 20FEB2Y
[00[40577 | 5T [%waw 20FeB 2y S5 20FERB2Y
[00 140 5749 30 | e 20FeBY 1 29FEBLY
(00 1Y (0 &9 YV | Mwordun  20FEBY (]  20FER2Y
00 [410%19 97 | Al Sendillon. 20FERRY DM sopeizy
100 140577 BF Al Sedlon 0PEB Y | zpreb
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*Verifier to verify that SPC beads deionized for minimum of 30 minutes per D51090
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: D64848
/ " . Rev:A.2
= Cepheid. Effective Date: 01/17/2024

Page 10 of 22

ROBAL Worksheet for GXTV-LODI B2-IVD Batch# 1001413525
Section 4A: Refill of TSR Bead(500-1832), EZR Bead(500-1833) CIN/ A employee Sign and &
and SPC Bead(500-1524) continued* Employee Slgn and date

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

Lot #/ Batch# Tray # Performed by | Verified by
y Employee Sign and Date Employee Sign and Date
(001405 749 (o2 é/‘lf@' D0 Frb 2 e o0FeBay
1001 U405 77 Lz A ey e oy

(00 14049 (12 %wﬁebza Q’}(j' KOTEP2Y

14 ekl Bz JOFER 24 /H‘”\/\ SONJ"“N\ S FEB ;\L\

{0o\UL 0%1a

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

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: 2/19/2024 10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Document Number: D64848

Rev: A.2

Effective Date: 01/17/2024

Page 11 of 22

Batch#

1001413525

Section 4B: In-process changes of OC and lids

LIN/A employee Sign and date

During in-process changes, verify the welder settings are within specification per the D51100. For each change, initiate BMRAM for OC change.

Part #

Lot #/ Batch #

Tray #

Mold
Cavity ID

Welder settings Spec from D51100

Welder 1 Setting

Welder 2 Setting

Performed by
Employee Sign and date

Verified by
Employee Sign and date

10857112

(00144 5884

(S

DT

I N/A
OEnergy (J) or IRPN (in)

ZN/A
OEnergy (J) or RPN (in)

Mo

557

O Trigger/Scan O Trigger/Scan O 552_
Perfo?rgned Perfo?rgned ZOF (7@ Z\/ 2 P 4
ON/A ON/A
OlEnergy (J) or RPN (in) | OEnergy (J) or OORPN (in)
[ Trigger/Scan O Trigger/Scan
Performed Performed
O N/A ON/A
Oenergy (J) or LIRPN (in) | CEnergy (J) or CIRPN (in)
O Trigger/Scan 0 TriggM
Performed Perform
ON/A N \ £ /A
OEnergy (J) or RPN Lir \,‘lg@Energy (J) or CIRPN (in)
. " :
O Tri can [J Trigger/Scan
ormed Performed
ON/A OnN/A
/ OEnergy (J) or OORPN (in) | OEnergy (J) or OORPN (in)
O Trigger/Scan O Trigger/Scan
Performed Performed
CON/A ON/A
OEnergy (J) or ORPN (in) | OOEnergy (J) or OORPN (in)
/ O Trigger/Scan O Trigger/Scan
Performed 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: 2/19/2024  10:45:20 AM

Confidentlal - Company Proprletary




=

e,;iheid.
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Batch#

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 12 of 22

1001413525

Section 4C: Lot change of Other Materials (incl. Film seal, reagents, needle replacement; desiccants; retain balls,
frits, pre-filter etc.).

Document the part when lot changes. For Film seal: record for each roll change even if no lot# change.

Part # Lot #/ Batch# Tray # (F"'::';za“ Ex':’)i:teio" performed by I Empl‘:i':‘;iigefa':: oo
o0\ -2t | @19)0Y V3 [1§M| M A Cr LOFEB2Y W QDW\}
300 -LAA | Y\ g U A /A /7/;”Febz 1 %;omaq
001~ 261y Q4104 XD |\Gesn Mia ok 2 W0beg2d | P Gomdillone aoPe%;b\
500 -0037 | 254 7131| B | wiA VA W/M’w“““ WX Lo L0fE524
R—= Q*‘"ﬂ‘\
Qv

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: 2/19/2024  10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Batch#

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 13 of 22

1001413525

Section 4C: Lot change of Other Materials (incl. Film seal reagents,
needle replacement; desiccants; retain balls, frits, pre-filter etc.).

IjN/A Employee Sign and date
/ /'f;— b2 ¢

Document the part when lot changes. For Film seal: record for each roll change even if no lot# change.

Part #

Lot #/ Batch#

Tray #

Roll#
(Film Seal)

Expiration
Date

Performed by
Employee Sign and date

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: 2/19/2024  10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IlVvD

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 14 of 22

Batch#| 1001413525

Section 4D: Label Roll Change. [LIN/A employee Sign and date
Place first 2 labels from each new roll and document tray number when label roll was changed. Ensure Assay Name, Lot/LSP and date on label
matches production order
Roll 2 O N/A Roll 3 N/A 2% 20 Fehy Roll 4 BIN/A RE 29 feb2 y
First GeneXperts 21601 _ First First
& zozs-oa-mg)
Xpert® TV -
VD C“‘
ZCepheldo \
Second Second Second
GeneXperts SRR
&3 2025.08.10 _3'
Xpert® TV ch
§ 2
!Cephel:(
Tray#: Cj Q | Tray#: Tray#:
Assay Name, Lot/LSP | Assay Name, Lot/LSP Assay Name, Lot/LSP
and expiration ' and expiration and expiration
date/manufacturing mes + date/manufacturing O Yes date/manufacturing [ Yes
date on label matches . date on label matches date on label matches
production order production order production order
Perf dB Employee Sign and date Perf dB Employee Sign and date f dB Employee Sign and date
erforme » erforme Performe
Y Alon Sesstllon 20 FERIHA y y
Employee Sign and date Employee Sign and date Employee Sign and date
Verified B = Verified B Verified B
y é%‘ 20Feth 24 | y y

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: 2/19/2024  10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Batch#

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 15 of 22

1001413525

Section 5: Line Clearance: Additional material after starting the build.

M/N/A Employee Sign and date:/W 2oFepez Y

Action

Completed

Completed [IN/A

Completed CIN/A

Ensure new staged material part #, lot/batch #/serial
#, revision (if applicable), quantity and expiration date
(if applicable) are correct against the production
order.

O Yes [ N/A

O Yes (O N/A

O Yes [ N/A

Ensure new floor stock material part #, revision (if
applicable) and expiration date (if applicable) are
correct against the production order.

O Yes CIN/A

O Yes I N/A

O Yes (I N/A

Part # and Batch #

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 date/manufacturing date on label
matches production order

O Yes O N/A

O Yes CON/A

O Yes [IN/A

Performed By

Employee Sign and date

Employee Sign and date

Employee Sign and date

Verified By

Employee Sign and date

Employee Sign and date

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: 2/19/2024  10:45:20 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD

Document Number: D64848

Rev: A.2

Effective Date: 01/17/2024

Page 16 of 22

Batch#| 1001413525

Section 6: Power Loss/ Machine Restart

IjN/A section 6 (A, B, C, D) employee Sign and date% 2o Feb2y

In the event of a power outage or manual machine restart, once resumed, ensure settings are correct and within specified range per SOP or worksheet

SECTION 6A: Welder Setting

Tray #:

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

Performed by
Employee Sign and date

Verified by
Employee Sign and date

Trigger Force (Ibf)

Weld Force {Ibf)

Amplitude (%)

ClEnergy (J) or
CIRPN (in.)

O PASS

(] If Fail: Issue BMRAM
and print Additional Page
16)

Section 6B: Confirm new LDC set up if applicable

[ N/A Employee sign and date.’_'?b/'éf——’ 72/7L° b Zoremay

Record the Liquid Dispense
Cart ID # that is being

used:

Check Flow Meters are
within calibration

Check Pressure Regulators
are within calibration

Record last date cleaned: *

Performed by
Employee Sign and date

Verified by
Employee Sign and date

LDC:

Calibration Due Date:

Calibration Due Date: Date:

Section 6C: Confirm Film Inner Seal Temperature Settings and Recipe after a power loss/machine restart

Film Inner seal Temp: Qualified Range: 340°F to
360°F. Target: 355°F

H3

H4

Performed by
Employee Sign and date

Verified by
Employee Sign and date

Actual Temp {°F):

Enter GXTV Recipe: 32

Record Recipe #:

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: 2/19/2024  10:45:20 AM
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Page 17 of 22
ROBAL Worksheet for GXTV-LODI B2-IVvD Batch#| 1001413525

SECTION 6D: Line Setup continued- Ball Height Check and offline testing
Ensure the large retain ball heights are within spec and funnels are properly inserted.

Chamber # Specification Cartridge 1 Cartridge 2 Cartridge 3 Cartridge 4
Chamber 1 26.0-27.0 mm
Chamber 11 35.0-36.0 mm

All 4 Cartridges have

Funnel Chamber 3 funnel installed

(Check One) Asset ID: L# o [] PASS
. Calibration Due .
OMicrometer ID Date: | O If Fail: Issue BMRAM correct
CcCaliper ID ) and print Additional Page 17)
Offline Testing* Quantity:

Employee Sign and date

Performed By:

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: 2/19/2024 10:45:20 AM
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Document Number: D64848
) Rev: A.2
Effective Date: 01/17/2024
Page 18 of 22

ROBAL Worksheet for GXTV-LODI B2-IVD Batch# 1001413525
\ v Section 7: Total Production Accountability
Count-and document-total good parts and scrap at the end of each lot.
e R TASK QUANTITY |
_A] 5001: Total HMI Reject Y
B | Total GOOD parts (HMI) 14204

C | Offline Rejects):

'$100: Total Scrap Accountability (Physical count Visual/ Other and

Count and document scrap at the end of each lot.

a!

o D ’5'300:“ Tdtél;IPT samples pulled (Total Quantity from section 3A+3B) 210
'E | Total Additional Samples for testing (Total Quantity from section 3C) O
" F Total Good Parts to PAL (physical count) 1% 5,7c?

Performed by:

Employee Sign and date

fé/?”.

Jidlally 20F€8 2+

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: 2/19/2024  10:45:20 AM
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Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 19 of 22

Z/C‘(e'pheid.

ROBAL Worksheet for GXTV-LODI B2-lVD Batch# 1001413525
Section 8: BMRAM report(s)* [0 N/A Eemployee Sign and date
:;s:t:rt ;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 Em::;::';‘:;:gn':‘gate
pwe— 16LA]D CHcEQVER- 7"/;\72;% /9rEB2Y
gwE- -1 Pobal clezning  cheek)i s Wfk 16 FEB2M
cwp - lbbaze cL | e
Ewe- 6935 Dispense | - £aolt Ave +o Actua| Weight ’% | [1FER2 o
ewe- {eq4o C\L S 19FpBay
EWe-1vbq6 & CL MOLD CHANGE Sy wres2
Fwe- 1604 04 LID LGAD 2o GRIPPER FAYLT é@ 20¢ep Y
Epr-\b6d711 BROKEN NEEDLE ON CWMANNEL A S 2oFsB2Y
2uk- Lbod19 DISPAISE come oVl not waveVy on ¢HANNEL 4 £S’/L LO0FEE 24
| Ewp- 1bpdd2 ndexer Fault - 2™ ar pead eration (ond 2 SS1- Z0Femay
|Ewe- 101000 ON12IN G FAN NoT woring &L g 0FER2ZY
Ewl-l\a‘lOI_\ (/\L W" 201:6’102(1

~ *BMRAM should be initiated for all the interventions per ROBAL operating procedure

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: 2/19/2024 10:45:20 AM
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Document Number: D64848

Rev:A.2
%Cepheid, VG- ] 0F ) Effective Date: 01/17/2024

Page 19 of 22
ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525

Section 8: BMRAM report(s)* O N/A Eemployee Sign and date

List all BMRAM reports initiated due to critical line intervention that causes changes in original settings of ROBAL (Ex. OC change, power outage, machine J
restart)

I Performed by
BMRAM Report # Description Employee Sign and date

Ewil-1b1030 need\y V95w sz‘ww

FwiR-ibleTY Efson  Robod 155ut | A gopebz
EvR~-{L7077 |+l Cenbom 1350 W 2oFebzy

rd rd

*BMRAM should be initiated for all the interventions per ROBAL operating procedure

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: 2/20/2024  5:29:57 AM
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ROBAL Worksheet for GXTV-LODI B2-IVD Batch# 1001413525

Document Number: D64848
Rev: A.2

Effective Date: 01/17/2024
Page 20 of 22

Section 9: Comments

H N/A Employee Sign and date:%ﬂ” 7?’4' v 20FER2M

Obs.#

DHR Page or
Att. Effected

Comment/Correction

Performed 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: 2/19/2024  10:45:20 AM
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Document Number: D64848
Rev: A.2

ﬁ.‘ce ,O heid. Effective Date: 01/17/2024

Page 21 of 22
‘ ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525

Section 10: DHR Attachments- (Print and Attach)

Performed by
Employee Sign and date

Humidity Monitoring Report at the end of the /?77 L
lot for 24 hr period (Vaisala)* s 24 2oF€B2
D0662 Label Accountability Worksheet(s) % /)27{' [ 20 FER 2

/
D10552 Cartridge Seal Integrity Vacuum Test Worksheet T/&W /)2/71 l/ 2CFEL Y

y/ f
Production Order ‘Vw @%b LWF e
/
//4

Description

TRANSFEE  00VEF e 97&‘ L 2o pemH

24 - PPE-01% = J2f 20 Fenay

APDITIONAC  PAGE /9 (F DHE %—' /Z%é Zoren2t/
77

/‘W( ToYe
T

—

*If 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.
Current released version of this document resides in Agile Workplace. Date Printed: 2/19/2024  10:45:20 AM
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Document Number: D64848

/ Rev:A.2
Ce he/d Effective Date: 01/17/2024

Page 22 of 22

ROBAL Worksheet for GXTV-LODI B2-IVD Batch#| 1001413525
Section 11: End of Lot
Section 11A: Task Description for Manufacturing Associate Action
Cleaning Complete per D51077 M Yes
Leftover material to stockroom (RTS) Oves ™ N/A
Return Beads per D51173 ™Yes O N/A

Employee Sign and date

Performed by: W 20 Febz v

Section 11B: Task Description for Manufacturing Lead Action
Backflush Transacted [tYes [J N/A
Nonconformance (NC) D0108 initiated NC number: 4 N/A
D
Enter Date of Manufacture Per D24651 (Date) OZ/ 19 ) w2y
Employee Slgn and date
Performed by: _ M D 26 By

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: Pomey PoRo J Wp Date: Wrep Y

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.
Current released version of this document resides in Agile Workplace. Date Printed: 2/19/2024  10:45:20 AM
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Location RM 133 - Humidity Timestamp 2024-02-20 21:00:41 A

Zone Cepheid/Lodi/Building 2/Room 133 Finished Beads
Status Dashboard Location Alarms Trend

{3 EditTrend - [m]] Updates off

3.33 -
_k‘ AL“J\\,\_& M‘A‘k R //V\__/\/\,_,\ |

0.00 ¥ T Y
2024-02-19 20:45 2024-02-20 2:45 2024-02-20 8:45 2024-02-20 14:45 2024-02-2020:45 =

Locations and Group Statistics A

FE 2orepu




jevel o 513488 Vo

M rroseft Edge

© Notsecure | hitps://10.166.29.53/location_popup/?id=19521418&Itime=1708464025770 A |
Location RM 155 - Humidity Timestamp  2024-02-20 13:21:07 A
7one Cepheid/Lodi/Building 2/Room 155 Robal
]|
3
Status Dashboard Location Alarms Trend 5
]|
{3}  EditTrend i Updates off M
)
10.00 A
T 6.67 -
o4 .
S 333 -
INNANSNANNANNAL NANNSALNANCAN S
0.00 ; T . T 1

2024-02-19 20:45

2024-02-20 0:48

Locations and Group Statistics

2024-02-20 4:52
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2024-02-20 8:56

2024-02-2013:00 v I
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Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 21601
Production Order/Work Request #: | 1089074
SECTION 1: LABEL PRINT REQUIREMENTS
‘ Printer ID: | LPS-11 ZBR
Ribbon: | Part: | 001-1029 Rev | K Lot 1001413871
Label stock: | Part: | 300-5505 Rev | N Lot 164251/1
Printed label: | Part: | 303-0835 Rev{ A
Lot # < LINA
Production Order [ ] Dating sheet [] Device History Record
[INA
[] NA Mfg Date:

Manufacturing (Mfg) Date

All labels printed for this Production Order or Lot, must be printed with the same

Expiration (Exp) Date/Code

Mfg Date per D21423.

L1 NA Exp Date/Code: _2015 U9 1D

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

LA 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

kA 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 M 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 st (987156128 19867239

Last:

Test Scan completedﬁ Yes [] NA

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock | 2)) <5505 |LH25) |1 7513
N/A | Label
2 Stock
Performed By: WA Date: 4 b 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: D0S62
/ Attachment 1
. Rev: BE
= Cepheid. Effective: 4/14/2023

p.20of 3

Label Accountability Worksheet

Part #: | GXTV-CE-10 Rev: | H Lot #: | 21601

SECTION 2: ACCOUNTABILITY

Label Operator Verifier
Total Labels Printed | A) 751
Quantity Rejected | B) O g O
Number of Rolls | | | pampletabels=ax | ¢, 2
Total Labels Printed to be Verified (A-B-C)=| D) | 15 /D
Total Labels to berusedr(D -By=lr | 15\0

Verified

Performed by:

Date: |\q (el

& Matches artwork in Agile £~ Clean and clear print B Print quantity is correct
A" Sample labels attached to worksheet
[Jor AN/A  Mfg Date above matches label

Aor (JN/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,Z/N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Aor (IN/A Lot # matches what is recorded on top of the worksheet

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

Hor CIN/A  Serial #s and Machine Number recorded matches label
HorCINA Description on the label is correct

O or.EAN/A  Part# and revision on the label are correct

1 or AN/A  Account for any rejected labels. Deface and discard rejected labels

[ 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)

| 1 Feb 24

* 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: 2/19/2024 7:57:54 AM
Confidential - Company Proprietary



' . Document Number: D0662

Attachment 1
- Rev: BE
/Ce,ohe/d@

Effective: 4/14/2023

p.30f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 21601
SECTION 3: LABEL ACCOUNTABILITY
X) ' Total Labels Used | (2o
Y) Total Labels Rejected/Unused | | 700
Z) Final Total (X +Y =) | 760
AA) Does Z = F? “gcle One
Performed By: |M @S Date: | 20E££724
Verified By: | R Date: | 10 Feb {

COMMENTS: N/ALY MG “WwFER 2y
Initial and date after each comment.

SECTION 4: APPROVAL
[¥Confirm counts [@ Line F and Line Z are equal

[Mor 1 N/A  Account for any rejected labels. Deface and discard all rejected and
unused labels

or MNA Mfg Date on Page 1 of this worksheet matches label

Ifl or (] 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
[Jor Ij N/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
[ZI or L] N/A Lot # matches what is recorded on Page 1 of this worksheet

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

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

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

*Verified By: | ¢ Date: | 5 reb 7 4
* 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: 2/19/2024 7:57:54 AM
Confidential - Company Proprietary



,oheidg

Document Number: D0662
Attachment 1

Manufacturing (Mfg) Date

Rev: BE
Effective: 4/14/2023
p.10f3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: { H Lot #: | 21601
Production Order/Work Request #: | 1089074
SECTION 1: LABEL PRINT REQUIREMENTS
| Printer ID: | LPS-11 ZBR
Ribbon: | Part: | 001-1029 Rev{ K Lot 1001413871
Label stock: | Part: | 300-5505 Rev | N Lot: 164251/1
Printed label: | Part: | 303-0835 Rev | A
Lot # L1NA
[4 Production Order [] Dating sheet [] Device History Record
[INA
'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

I NA Exp Date/Code: 20}75 D [V

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

M NA GS1 Date:

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

Machine Number

CINA Machine Number:
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 [ 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

HVerified or [J 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 applicabie 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 [abels and attach (For P/N: 900-0846, 900-0843 and 900-0124)

For Serial #, first/last #
printed

CONA st (2671507710 Last /98 T1/58 TR

g Yes [ NA

Test Scan completed

Issue materials per D24651

Component Part # Lot/Batch # Estimated Quantity Issued
Label Stock | 2)) - 550 L4251 | o0
MN/A Label '
Stock
~Performed By: Ch Date: l 2 FCb 14

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: 2/19/2024 6:33:33 AM

Confidential - Company Proprietary
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. . ' Document Number: D0662
Attachment 1

Rev: BE
Effective: 4/14/2023
p.20of 3
Label Accountability Worksheet
Part #: | GXTV-CE-10 Rev: | H Lot #: | 21601
SECTION 2: ACCOUNTABILITY
Label Operator Verifier

Total Labels Printed | A) poIb

Quantity Rejected | B) 0 E) O
Sample Labels=2 x &
Number of Rolls \ Number of rolis ©)

Total Labels Printed to be Verified (A-B-C)=| D) 600@

Total Labels to be used (D - E) =

Verified :
By: * Yv"’ﬁ

Performed by:

Date: a FE’.bZV

B Matches artwork in Agile F  Clean and clear print
= Sample labels attached to worksheet
[CJor AAN/A  Mfg Date above matches label

[Aor CIN/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 Z’N/A GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
Zor [IN/A Lot # matches what is recorded on top of the worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #
[ZTor CIN/A  Serial #s and Machine Number recorded matches label
[ZTor CIN/A  Description on the label is correct
[JorEAN/A  Part# and revision on the label are correct
Cor lZ/N/A Account for any rejected labels. Deface and discard rejected labels

IZI/0r [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.

Print quantity is correct

Verified By:

2nd Verified By
(Lodi Only)

\a Feyh 24

* 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: 2/19/2024 6:33:33 AM
Confidential - Company Proprietary




. ‘ Document Number; D0662

Attachment 1
- Rev: BE
/Ce,ohe/d,

Effective: 4/14/2023

p.30of3
Label Accountability Worksheet

Part #: | GXTV-CE-10 Rev: | H Lot #: | 21601

SECTION 3: LABEL ACCOUNTABILITY

X) Total Labels Used 260 %

Y) Total Labels Rejected/Unused D
" 2) Final Total X+ Y =) | &/ pp) g

AA) Does Z = F? Fisle One

Performed By: EY Date: | 20 Feb 2 <
Verified By: A S Date: | .o FERL JY

COMMENTS: NAKT Z |} Joleb 24

Initial and date after each comment.

SECTION 4: APPROVAL

/A Confirm counts A Line F and Line Z are equal

O orfIN/A  Account for any rejected labels. Deface and discard all rejected and
unused labels
[(Jor[Z1 N/A  Mfg Date on Page 1 of this worksheet matches label

A or[]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
(Jor[AN/A  GS1 Date (YYMMDD format) matches Exp or Mfg Date on label
JJor IN/A Lot # matches what is recorded on Page 1 of this worksheet

NOTE: Reagents labels, Lot# must match Vendor lot #.
Aor [1N/A  Description on the label is correct

Ol or[A'N/A  Part # and revision on the label are correct

[Jor[A'N/A If MES is used, ensure D4255 Jidoka Manufacturing Line Clearance
and Setup Form is completed and attached.

*Verified By: prg Date: | Jp FEM AW

* 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: 2/19/2024 6:33:33 AM
Confidential - Company Proprietary




Datasheet (1)

D10552 Worksheet

Document Number: D10552

Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Cartridge ID Initial Weight (mg) | Final Weight (mg) | Welght Loss (mg) W:'ags';‘”';;fs Observation
GXTV-CE-10 1001413525 ROBAL-019
1_5_01X 36212.4 36209.0 3.4 PASS NA
Cartridge Number (LSP) ] \ ¢ . ajl weight measurements should be done 1_S_02X 35064.8 35062.2 26 PASS NA
21601 in "mg" and recorded in "mg".
1_S_03X 36247.2 36245.0 22 PASS NA
PO Number Assay Family Weight Loss Spec 1S 04X 35874.3 35871.3 3.0 PASS NA
1089074 v 100 -
1_S_05X 35849.2 35845.9 33 PASS NA
Balance ID Number Balance Cal Due Date 1S 06X 26191.1 36188.9 22 PASS NA
L3233 4-30-24 i
‘ 1_S_07X 35898.9 35897.2 1.7 PASS NA
; 1.8 08X 35950.9 35948.8 2.1 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 1S 09X 36233.0 26231.8 12 PASS NA
L3188 3-31-24 —
1_S_10X 35949.1 35947.0 2.1 PASS NA
Timer ID Number Timer Cal Due Date 1811+ 35810.6 35808.7 19 PASS NA
L3550 07/31/24 1_S_12+ 36125.6 36122.9 27 PASS NA
1_S_13+ 361724 36172.0 04 PASS NA
Configuration of Cartridge Lid with Chamber Identification 1S 14+ 35835.0 358335 15 PASS NA
1_S_15+ 36188.9 36186.3 26 PASS NA
1_S_16+ 36288.1 36284.6 3.5 PASS NA
1_S_17+ 35774.1 35771.9 22 PASS NA
1_S_18+ 36169.6 36168.9 0.7 PASS NA
1_S_19+ 361958 36194.1 1.7 PASS NA
1_S_20+ 36148.4 36147.5 0.9 PASS NA
Name of Tester
Jun Barroga N ,IA [
|1 - A
. e t
Slg‘i\amn Date e ] _J @ ’ZDPE%I’(
v 20FEB24
i
Y Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
DK E
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: 2/20/202412:04 AM
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Datasheet (2) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
2_S_01x 35908.7 35905.7 3.0 PASS NA
Cartridge Number (LSP) ]  noTE . Al weight measurements should be 2.S_02x 36184.1 36180.6 35 PASS NA
21601 done in "mg" and recorded in "mg".
2_S_03x 36181.7 36176.9 4.8 PASS NA
PO Number Assay Family Weight Loss Spec 2_S_04x 35880.9 35879.2 1.7 PASS NA
1089074 v 100
2_S_05x 36150.9 36147.5 34 PASS NA
Balance ID Number Balance Cal Due Date 2_S_06x 36266.8 36265.8 10 PASS NA
1.3233 4-30-24
2_S_07x 36184.9 36184.3 0.6 PASS NA
2_S_08x 36195.9 36195.4 0.5 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 2_S_09x 361917 36189.8 19 PASS NA
13188 3-31-24
2_S_10x 36138.5 36136.7 1.8 PASS NA
Timer ID Number Timer Cal Due Date 2.8 11+ 36100.9 36098.1 28 PASS NA
L3550 07/31/24 2_S_12+ 35829.3 35825.3 4.0 PASS NA
2_S_13+ 36214.4 36211.9 25 PASS NA
Configuration of Cartridge Lid with Chamber Identification 2.8 14+ 36132.4 36130.8 16 PASS NA
2_S_15+ 36156.1 36153.1 3.0 PASS NA
2_S_16+ 36314.4 36313.5 0.9 PASS NA
2_S_17+ 363443 36343.8 0.5 PASS NA
2_S_18+ 36380.3 36379.7 0.6 PASS NA
2_S_19+ 36181.9 36181.2 0.7 PASS NA
Name of Tester 2_S_20+ 35967.7 35967.4 03 PASS NA
Jun Barroga 4 !
9 -k{t[
B e > '
Signatuye Date J 5 ZC @29
Y 20FEB24
\ ol _
T Comments N/A For Information Only
V] OC Mold(s) Lid Mold(s)
DK E
DT 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: 2/20/20241:27 AM




( 35963.7 g 33985.7 mg
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(53 26158.9 ng (EA 36147.5 mg
Morca I6266.8 mg *‘r> ® - o f°~t"*’ g
89X 36154.9 ng m] >0 & 36154.3 g
ST o# # T Z6195.9 mg ‘ w < Z6195.4 mg
INELCS) o - ST oo O 2400 O e
N ~a ™ FE191.7 ma S~ ™ Z61589.8 mg
= =83 =15 _E 82 1.7 ong
Z6168.% mg Z68%8.1 mg

35829.2 ng 35825.2 mg

26214.4 mg 36211.9 ng

T6132.4 mg 36128.8 mg

2615501 mg I6152.1 mg

Z6314.4 mg Z6313.5 mg

T6344.3 ng 36343.5 mg

Z63250.2 mg 6377 mg

26151.% mg 36121.2 ng

TS9E7.7 g 33967.4 mg



Datasheet (3) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
3_S_01x 36179.4 36176.3 3.1 PASS NA
Cartridge Number (LSP) | nNOTE . All weight measurements should be 3.S_02x 36608.7 36606.3 24 PASS NA
21601 done in "mg” and recorded in "mg".
3_S_03x 36395.2 36393.2 20 PASS NA
PO Number Assay Family Weight Loss Spec 3 S 04x 361237 36120.4 3.3 PASS NA
1089074 ™v 100 —
3_S_05x 36190.2 36187.9 23 PASS NA
Balance ID Number Balance Cal Due Date 3 S 06x 36665.5 36663.6 19 PASS NA
L3233 4-30-24 -
3_S_07x 36229.7 36227.6 21 PASS NA
3_S_08x 36529.9 36527.2 27 PASS NA
Vacuum Oven ID Number fVacuum Oven Cal Due Date 3§ 09x 36168.4 36165.9 25 PASS NA
L3188 3-31-24 -
3_S_10x 36318.8 36316.1 2.7 PASS NA
Timer 1D Number Timer Cal Due Date 3_S_11+ 35910.56 35907.9 26 PASS NA
L3550 07/31/24 3_S_12+ 36131.3 36130.2 1.1 PASS NA
3_S_13+ 36073.5 36071.8 1.7 PASS NA
Configuration of Cartridge Lid with Chamber Identification 3§ 14+ 36112.3 26111.4 0.9 PASS NA
3_S_15+ 36109.2 36108.0 1.2 PASS NA
3_S_16+ 36138.1 36137.6 0.5 PASS NA
3_S_17+ 36407.0 36406.4 0.6 PASS NA
3_S_18+ 36149.6 36148.5 1.1 PASS NA
3_S_19+ 36604.3 36603.0 1.3 PASS NA
Name of Toster 3_S_20+ 36362.3 36359.6 27 PASS NA
Jun Barroga N ‘;\ -
ol ~ GRS
Py - e 4 v
S:%naturq Date J 6 ,2'3 ‘ %w -
M 20FEB24
i B
Y Comments N/A For Information Only
v OC Mold(s) Lid Mold(s)
DT E
N/A N/A
N/A N/A

This document, when printed, is not a controlied 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: 2/20/20243:17 AM
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Datasheet (4)

D10552 Worksheet

Document Number: D10552

Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight {mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
4 S_01x 36171.7 36166.6 51 PASS NA
Cartridge Number (LSP) | NoTE . Alt weight measurements should be 4.S_02x 36192.5 36189.5 3.0 PASS NA
21601 done in "mg” and recorded in "mg".
4_S_03x 36126.2 361229 33 PASS NA
PO Number Assay Family Weight Loss Spec 4 S 04x 36185.1 36181.6 35 PASS NA
1089074 v 100 ——
4 S_05x 36293.7 36288.9 48 PASS NA
Balance ID Number Balance Cal Due Date 4_S_06x 36703.0 36699.4 36 PASS NA
L3233 4-30-24
4. S_07x 36372.8 36370.9 19 PASS NA
4_S_08x 36701.5 36698.7 2.8 PASS NA
Vacuum Oven ID Number JVacuum Oven Cal Due Date 4. S 09x 36587.6 36586.5 14 PASS NA
L3188 3-31-24 —
4_S_10x 36431.0 36429.8 1.2 PASS NA
Timer 1D Number Timer Cal Due Date 4_8_11+ 36163.3 36161.7 16 PASS NA
L3550 07/31/24 4.S_12+ 36518.5 36516.8 17 PASS NA
4_S_13+ 36114.6 36112.6 2.0 PASS NA
Configuration of Cartridge Lid with Chamber Identification 4'S 14+ 36394.2 36392.7 15 PASS NA
4_S_15+ 36241.2 36237.8 3.4 PASS NA
4 S_16+ 36194.0 36191.7 23 PASS NA
4.S_17+ 36149.4 361474 20 PASS NA
4 S_18+ 36432.8 364314 1.4 PASS NA
4 S 19+ 36149.2 36147.4 1.8 PASS NA
Name of Tester 4 S 20+ 36589.1 36585.8 33 PASS NA
Jun Barroga 'N/A - __,__——-——-——"‘""—-‘—-—"
- rYSm
e y Le
Signature Date . \] » ZC fg?) &
'!Mﬂ/ 20FEB24
A/ .
/1T Comments N/A For Information Only
V) OC Mold(s) Lid Mold(s)
DT E
N/A N/A
N/A N/A

This document, when printed, is not a controlied 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: 2/20/20244:46 AM
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Datasheet (5) D10552 Worksheet Document Number: D10552

Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
5_S_01x 36726.5 36724.5 2.0 PASS NA
Cartridge Number (LSP) | noTE . All weight measurements should be 5.S_02x 36745.6 36743.9 17 PASS NA
21601 done in “mg" and recorded in “mg".
5_S_03x 36634.7 36633.6 1.1 PASS NA
PO Number Assay Family Weight Loss Spec 5 S 04x 36151.8 36151.6 0.2 PASS NA
1089074 v 100 —
5 S_05x 36683.9 36681.5 24 PASS NA
Balance ID Number Balance Cal Due Date 5.S_06x 36129.4 36128.0 14 PASS NA
L3233 4-30-24
5_S_07x 36075.4 36074.2 1.2 PASS NA
‘ ] 5_S_08x 36639.9 36634.8 51 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 5.S_09x 16234.3 36230.9 34 PASS NA
L3188 3-31-24 -
5_S_10x 36471.2 36469.9 1.3 PASS NA
Timer ID Number Timer Cal Due Date 5811+ 36051.8 36049.3 25 PASS NA
L3550 07/31/24 5_S_12+ 36437.4 36435.9 1.5 PASS NA
5_S_13+ 36594.1 36591.4 2.7 PASS NA
Configuration of Cartridge Lid with Chamber Identification 5 S 14+ 36150.0 36147.2 28 PASS NA
5_S_15+ 36600.3 36596.9 34 PASS NA
5_S_16+ 36135.4 36133.7 1.7 PASS NA
5_S_17+ 36328.9 36328.6 03 PASS NA
5_S_18+ 36606.0 36604.4 1.6 PASS NA
5_S_19+ 36091.4 36090.0 1.4 PASS NA
5_S_20+ 36225.7 36223.6 2.1 PASS NA
Name of Tester
SYLVIA SOLARES g
— e
- | ] (R
Signature Date S5 MB\J‘
== - 20FEB24
“1 ,_)—-\
( <
- Comments [ANA For Information Only
OC Mold(s) Lid Mold(s)
DT E
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: 2/20/20246:03 AM ’
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Datasheet (6)

D10552 Worksheet

Document Number: D10552

Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
6_S_01x 36209.1 36207.9 1.2 PASS NA
Cartridge Number (LSP) |  \oTE . All weight measurements should be 6_S_02x 36188.8 36188.1 07 PASS NA
21601 done in "mg"” and recorded in "mg".
6_S_03x 36174.4 36171.0 3.4 PASS NA
PO Number Assay Family Weight Loss Spec 6 S 04x 36114.3 36113.0 13 PASS NA
1089074 v 100 —
6_S_05x 36194.9 36192.1 2.8 PASS NA
Balance ID Number Balance Cal Due Date 6_S_06x 16211.4 362106 0.8 PASS NA
L3233 4.30-24
6_S_07x 362271 36226.1 1.0 PASS NA
6_S_08x 36123.3 36121.7 1.6 PASS NA
Vacuum Oven ID Number JVacuum Oven Cal Due Date] 6_S_09x 36360.8 36358.3 25 PASS NA
L3188 3-31-24
6_S_10x 36165.8 36163.3 25 PASS NA
Timer ID Number Timer Cal Due Date 6811+ 36124.0 36120.5 35 PASS NA
L3550 07/31/24 6_S_12+ 36105.2 36103.8 1.4 PASS NA
6_S_13+ 36144.6 36143.0 1.6 PASS NA
Configuration of Cartridge Lid with Chamber Identification 6 S 14+ 36145.0 36144.4 06 PASS NA
6_S_15+ 35998.0 35995.4 2.6 PASS NA
6_S_16+ 35991.3 35990.1 1.2 PASS NA
6_S_17+ 36127.1 36126.4 0.7 PASS NA
6_S_18+ 36144.1 36142.9 1.2 PASS NA
6_S_19+ 36156.0 36154.9 1.1 PASS NA
Name of Tester 6_S_20+ 36095.9 36093.9 2.0 PASS NA
SYLVIA SOLARES NIE
—
- . ]
Signature Date <esS 20TE @-\’
&'%' 20FEB24
| SS——
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
DT E
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: 2/20/20247:46 AM
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Datasheet (7) D10552 Worksheet Document Number: D10552

Cepheid Confidentiat Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) P 9 IFail Observation
GXTV-CE-10 1001413525 ROBAL-019 assirar
7_S_01x 36156.7 36152.6 41 PASS NA
Cartridge Number (LSP) | noTE . All weight measurements should be 7_S_02x 36155.0 361523 27 PASS NA
21601 done in "mg" and recorded in "mg".
7_S_03x 36179.5 36177.0 2.5 PASS NA
PO Number Assay Family Weight Loss Spec 7 S 04x 36528.9 36526.6 23 PASS NA
1089074 ™v 100 ——
7_S_05x 36702.1 36701.0 1.1 PASS NA
Balance ID Number Balance Cal Due Date 7_S_06x 36459.5 26457.3 22 PASS NA
13233 4-30-24
7_S_07x 36146.6 36143.7 29 PASS NA
. 7.5_08x 36398.5 36396.0 25 PASS NA
{ Vacuum Oven ID Number |Vacuum Oven Cal Due Date 7_S_09x 162737 36272.3 14 PASS NA
L3188 3-31-24
7_S_10x 36706.1 36705.6 0.5 PASS NA
Timer 1D Number Timer CalDue Date 7_S_11+ 36218.8 36217.1 1.7 PASS NA
L3550 07/31/24 7_S_12+ 36284.1 36281.1 3.0 PASS NA
7_S_13+ 36500.2 36498.9 1.3 PASS NA
Configuration of Cartridge Lid with Chamber Identification 7S 14+ 36232.5 26231.3 12 PASS NA
7_S_15+ 36397.2 36394.0 3.2 PASS NA
7_S_16+ 36506.3 36503.3 3.0 PASS NA
7_S_17+ 36226.8 36224.7 2.1 PASS NA
7_S_18+ 36333.8 36331.9 1.9 PASS NA
7_S_19+ 36159.6 36157.6 2.0 PASS NA
Nams of Tester 7_S_20+ 36270.4 36269.9 0.5 PASS NA
SYLVIA SOLARES NA
/ —
. I — L
Signature Date <SEeS )01“{:(6&4
g . 20FEB24
)
[
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
DT E
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: 2/20/20248:44 AM




S5Z2.6 md

3615

Dy

=

o
ot

e

s

GXTV-CE-10

LOT # 21601
BAG#7 (1)

§ES 20Fem

E

© MG
i3
i}
ma

Homg

Z

g

5.0 e

Bom
24,7

i

=

-
i

i
Z2.3
S,

ZE.A mg
14

kS
6583,

&2
3]

365
=3
2
26
-
=

-

GXTV-CE-10
LOT # 21601
BAG#7(F)

S cFerxy



Datasheet (8) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019
8_S_01x 36433.3 36432.2 1.1 PASS NA
Cartridge Number (LSP) 1 noTE . AN weight measurements should be 8.S 02x 36252.4 36251.6 0.8 PASS NA
21601 done in "mg"” and recorded in "mg".
8_S_03x 36151.9 36150.1 18 PASS NA
PO Number Assay Family Weight Loss Spec 8 S 04x 36144.1 36141.3 28 PASS NA
1089074 ™v 100 —
8_S_05x 36211.2 36204.3 6.9 PASS NA
Balance ID Number Balance Cal Due Date 8_S_06x 361706 36168.0 26 PASS NA
L3233 4-30-24
8_S_07x 36221.3 362184 28 PASS NA
8_S_08x 36722.9 36720.5 24 PASS NA
Vacuum Oven ID Number [Vacuum Oven Cal Due Date] 8_S_09x 36233.6 36230.1 35 PASS NA
L3188 3-31-24
8_S_10x 36270.9 36266.9 4.0 PASS NA
Timer 1D Number Timer Cal Due Date 8_S_11+ 36624.4 36622.2 22 PASS NA
L3550 07/31/24 8_S_12+ 36555.7 365563.2 25 PASS NA
8_S_13+ 36235.6 36234.3 1.3 PASS NA
Configuration of Cartridge Lid with Chamber Identification 8 S 14+ 36116.3 361141 2.2 PASS NA
8_S_15+ 36150.8 36146.5 43 PASS NA
8_S_16+ 36247.6 36246.4 1.2 PASS NA
8_S_17+ 36208.3 36206.2 21 PASS NA
8_S_18+ 36483.7 36482.2 15 PASS NA
8_S_19+ 36604.2 36602.7 1.5 PASS NA
Name of Toster 8_S_20+ 36126.8 36123.8 3.0 PASS NA
SYLVIA SOLARES IN{ AN R STl
I
Signature Date e | SES 2 A L"
e 20FEB24
—
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
oT E
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: 2/20/202410:24 AM
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Datasheet (9) D10552 Worksheet Document Number: D10552

Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight (mg) | Weight Loss (mg) Pagss/FaiI Observation
GXTV-CE-10 1001413525 ROBAL-019
9_S_01x 36171.2 36167.5 3.7 PASS NA
Cartridge Number (LSP) 1 \oTE . All weight measurements should be 9.S_02x 36146.3 36144.4 19 PASS NA
21601 done in "mg" and recorded in "mg".
9_S_03x 36173.6 36171.4 22 PASS NA
PO Number Assay Family  IWeight Loss Spec 9_S_04x 36114.3 36111.5 2.8 PASS NA
1089074 ™v 100 ——
9_S_05x 36328.3 36325.5 28 PASS NA
Balance ID Number R EEA Y 9 S 06x 36143.0 36141.1 19 PASS NA
13233 4-30-24
9_S_07x 36219.8 36217.2 26 PASS NA
. 9_S_08x 36183.2 361814 1.8 PASS NA
Vacuum Oven ID Number |Vacuum Oven Cal Due Date 9_S_09x 36180.1 36178.6 15 PASS NA
L3188 3-31-24
9_S_10x 36202.9 36200.9 2.0 PASS NA
Timer 1D Number Timer Cal Due Date 881+ 36176.5 361745 20 PASS NA
L3550 07/31/24 9_S_12+ 36121.8 361194 24 PASS NA
9_S_13+ 36223.0 36220.3 27 PASS NA
Configuration of Cartridge Lid with Chamber Identification 9 S 14+ 36161.5 36160.9 0.6 PASS NA
9_S_15+ 36211.2 36209.4 1.8 PASS NA
9_S_16+ 36192.8 36191.0 1.8 PASS NA
9 S 17+ 36143.9 36141.7 22 PASS NA
9 _S_18+ 36172.7 36171.3 1.4 PASS NA
9_S_19+ 36225.3 36224.5 0.8 PASS NA
Name of Tester 9_S_20+ 36195.3 36185.5 9.8 PASS NA
SYLVIA SOLARES N|A-
/ o
- .
Signature Date __’_———-———’J % OZOTf%U’/
= '7'5:\ 20FEB24
- = —>
~. )
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
DT E
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 controlied copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 2/20/202411:47 AM
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Datasheet (10) D10552 Worksheet Document Number: D10552
Cepheid Confidential Rev: AM.1
Effective: 02/02/2024
Page 1
Part Number Batch Number(s) ROBAL Weight Loss
Cartridge ID Initial Weight (mg) | Final Weight {mg) | Weight Loss (mg) Pass/Fail Observation
GXTV-CE-10 1001413525 ROBAL-019 !
10_S_01x 36209.2 36206.6 26 PASS NA
Cartridge Number (LSP NOTE - All weight measurements should be 10_S_02x 36390.9 36388.0 2.9 PASS NA
21601 done in "mg"” and recorded in "mg".
10_S_03x 36612.7 36610.1 2.6 PASS NA
PO Number Assay Family Weight Loss Spec 10.S 04x 36257.2 36253.4 38 PASS NA
1089074 ™v 100 ——
10_S_05x 36183.4 36179.7 37 PASS NA
Balance ID Number Balance Cal Bue Date | 10_S_06x 36173.3 381708 25 PASS NA
L3233 4-30-24
10_S_07x 36208.2 36205.4 28 PASS NA
10_S_08x 36143.8 36141.1 27 PASS NA
Vacuum Oven ID Number [Vacuum Oven Cal Due Date 10_S_09x 36283.9 36281.5 24 PASS NA
L3188 3-31-24
10_S_10x 36154.5 36150.6 38 PASS NA
Timer ID Number Timer Cal Due Date 10_8_11+ 361817 36178.7 20 PASS NA
L3550 07/31/24 10_S_12+ 36151.4 36151.8 -0.4 PASS NA
10_S_13+ 36182.2 36181.1 1.1 PASS NA
Configuration of Cartridge Lid with Chamber ldentification 10 S 14+ 36265.2 16263.8 1.4 PASS NA
10_S_15+ 36152.7 36148.1 48 PASS NA
10_S_16+ 36212.3 36210.1 22 PASS NA
10_S_17+ 36194.9 36193.1 1.8 PASS NA
10_S_18+ 36136.9 36136.3 06 PASS NA
10_S_19+ 36456.8 36455.6 1.2 PASS NA
10_S_20+ 36229.6 36228.0 1.6 PASS NA
Name of Tester
SYLVIA SOLARES N / “@ A
[ I —
Signature Date i B SCS AOFE Eﬁ\’l
P ~
P 2 20FEB24
{
Comments N/A For Information Only
OC Mold(s) Lid Mold(s)
DT E
N/A N/A
N/A N/A

This document, when printed, is not a controlled document. [t is valid only until its new revision gets released. The only controlled copy of this document resides in Agile Workplace. Cepheid Confidential
Date Printed: 2/20/202412:55 PM
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C cepheic.

Production Order Material Transfer Form

PRODUCTION ORDER # /0§ %074

Department Manager's Signature

M

Date

NI

REQUESTOR (%/7/4 %7-

Dated Component(s) Exp. Date(s)

WK

Document Number : D6731
Rev C
Effective:12/19/2016

DATE 20FEB2¥

Planning Signature

NP

Date Q /20%9\(

Transaction Part # QTY | QTY | QTY Issued R'cvd Disposition
Type Lot/Serial # Req. | Trans. | B/O Loc. By By Reason
[DTssue Parts)  [JShortage Fill ool-11%7 10 A ’ o 1 Damage/MFG [C] Damage/Vendor
E] Receive Assy. DDisposition Parts W 2 S ' Ntb( f’R{J} W CV l:] Rework 2/ Extra Parts
_lissue Part(s)  [CIShortage Fill 233850 (L ] Damage/MFG W
) Receive Assy. DDisposition Parts ] Rework xtra Parts
issue Part(s) [JShortage Fill W [0 bamage/vendor
1l Receive Assy. DDisposition Parts Rework [ Extra Parts
1l Issue Part(s) [CJShortage Fill — ] Damage/MFG ) bamage/vendor
1Receive Assy. DDisposition Parts // ] Rework 1 Extra Parts
[ lissue Part(s) [JShortage Fill yﬁ”\ ] Damage/MFG [C] Damage/Vendor
1 Receive Assy. DDisposition Parts ] c,\l Y ] Rework [l Extra Parts
issue Parts) [_JShortage Fill / ] Damage/MFG [ pamage/Vendor
{1l Receive Assy. DDisposition Parts / 1 Rework O] Extra Parts
issue Part(s) [_IShortage Fill — ] Damage/MFG O pamage/vendor
1 Receive Assy. DD[W ] Rework O Extra Parts
Dlssue Pa s)/ﬁShortage Filt- ] Damage/MFG [CJ Damage/Vendor
, eceive Assy. DDlsposmon Parts ] Rework O Extra Parts
Transacted By m %w;t‘ Comments: N‘ /)( ) vogiate has not 6DP' ool

Fha gapevunvR inaduesnty. MIm_e3/ss/m

Cepheid Confidential

Date Printed : 2/20/2024, 1:21 PM




Document Number: D6256
Rev: V.2

A\

) Attachment 1
/C e p h e I d@ Effective: 01/3?/122?;/1 3
IR
Planned Deviation / Temporary Change
24-PDR-013
PDR Title:
Approved use of 1.0N NaOH PN 001-2124 on ROBAL in Lodi instead of PN 500-1286
SECTION A: Implementation (Completed by Quality)
Quality Reviewer e-Name: [ check if e-signature: Effective Date:
/I;([F#a '”")W"“T’Jﬂ W ) 2 /oz/,;zo;q
\\ / KN v}
SECTION B: Initiation (Completed by Initiator)
Initiator: Meredith Shaffer Department Name: Failure End Date: 03/29/2024
Investigation
Document # Rev # Step # Document Title ] Additional Attachments
D62871 G.1 & up | Section 2¢ Robal worksheet MRSA NXG Lodi B2
D62868 G&up Section 2¢ Robal Worksheet MRSA-Lodi B2
D64848 A2&up | Section2 Robal worksheet for GXTV Lodi B2
D64750 Al &up | Section2 Robal Worksheet for GXSACOMP Lodi B2 IVD
Affected Part# Rev # Lot# / Serial# Part Description [[] Additional Attachments
700-8348 B & up All GXMRSA-NXG-10
700-8343 B&up All GXMRSA-100N-10
700-8505 A&up All GXTV-10 & GXTV-CE-10
700-8620 A&up All GXSACOMP-10
001-2124 c All future deliveries | REAGENT, SODIUM HYDROXIDE, 1.0N, 230GAL
Description of Change
(describe current process and in general terms what will be done differently in this change) [[] Additional Attachments
Current Process:

Lodi Bulk Reagent Manufacturing transfers 1.0N NaOH from 50L barrels (PN 001-1252) to sub-containers for ROBAL use
(PN 500-1286), documenting the process on D122089.

In Sunnyvale, there is a validated 1.0N NaOH bulk IBC (PN 001-2124) delivery system that directly feeds ROBAL.

The change to the current process is as follows:

This PDR is to document the approved use of PN 001-2124 on ROBAL in Lodi instead of PN 500-1286.
The description of execution can be found below.

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: 2/1/2024 2:30.05 PM

Confidential - Company Proprietary




Document Number: D6256
Rev: V.2
/ Attachment 1
; Effective: 01/30/2024
= Cepheid. .2 o)
A 2t
Planned Deviation / Temporary Change
24-PDR-013
PDR Title:
Approved use of 1.0N NaOH PN 001-2124 on ROBAL in Lodi instead of PN 500-1286
ROBAL:

Staging 1.0N NaOH sub-containers for production run: For production runs requiring 1.0N NaOH (PN 500-1286), pull PN
001-2124 sub-containers and stage for ROBAL. Proceed with the normal production process and settings when using
NaOH from sub-containers. Reference this PDR in all DHRs while using PN 001-2124 from sub-containers for production.

Transact the sub-container quantity to the ROBAL SAP location and backflush accordingly. Attach this PDR to all affected
DHRs.

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

24-NC-10372 was initiated on 1/25/2024 bulk manufacturing associate noted black particles in 12 barrels of NaOH (PN
001-1252, BN 712255). The NC has diminished Lodi’s inventory of PN 001-1252 such that an alternative part number
(PN 001-2124) must be used until our vendor (Hawkins) can provide a new batch number of PN 001-1252 in order to
prevent ROBAL production downtime.

There is no chemical difference between the NaOH from the IBC containers and the NaOH from the SOL barrels, just
alternate part numbers. The process of transferring NaOH from IBC containers to ROBAL sub-containers remains the
same as our standard process. Additionally, there is no change to our standard ROBAL process since the sub containers
remain the same. There is no introduced risk to product with this change.

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

Responsibility/ Actions

Initial training for the current shift will be needed to make the PDR effective and then subsequent training per
commitment will occur until all shifts are trained.

Failure Investigation
e Train a Quality Assurance Supervisor, who will then train their current shift.
¢ Train a lead from Learning and Development, who will manage the gradual training of ROBAL.
Quality Assurance Supervisor
e Obtain training on use of this PDR.
e Train next shift supervisor on use of this PDR.
¢ Verify that all associates across all shifts have received gradual training and understand the proposed changes
prior to a production activity.
o Verify proper implementation of this PDR.
Quality Assurance Associates

o Verify proper implementation of this PDR. Review DHR and release if product specifications met.

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: 2/1/2024 2:30:05 PM

Confidential - Company Proprietary




Document Number: D6256
Rev: V.2
/ Attachment 1
H Effective: 01/30/2024
= Cepheid. . 30473

2ol

Planned Deviation / Temporary Change

24-PDR-013

PDR Title:
Approved use of 1.0N NaOH PN 001-2124 on ROBAL in Lodi instead of PN 500-1286

Learning & Development Team:

* Gradually train all ROBAL shift supervisors and associates on this PDR.
» Verify that all supervisors and associates across all shifts have received gradual training and understand the
proposed changes prior to a production activity.

ROBAL Production Associate

*  Obtain training on the use of this PDR.

e Follow instructions from this PDR to use 1.0N NaOH PN 001-2124 sub-containers in place of PN 500-1286 sub-
containers for production runs.
e Attach this PDR to all affected DHRs.

PDR will be closed when the vendor can provide replacement of non-contaminated batch of 001-1253 and all sub-
containers produced under this PDR are consumed.

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

QA to review ROBAL DHRs and release if product specifications are met.

Additional Controls:
Selcct one: No If Yes, explain:

Closure Criteria:
This PDR will be in effect until 03/29/2024 or until the vendor can provide replacement of non-contaminated batch of
001-1252 and all sub-containers produced under this PDR are consumed.

Commitments Exist? Select one: Yes {(complete Attachment 2 Commitment Form)

Is training required to be conducted before executing this PDR?

Yes With Initial Training - Initial training (commitment 01) will be conducted prior to effective date and subsequent training
(commitment 02) will be completed in Commitment form.

Name *Signature Date

Initiator
Meredith Shaffer

*e-sign @ *e-sign

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

Cepheid Confidential Date Printed: 2/1/2024 2:30:05 PM
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Planned Deviation / Temporary Change

Document Number: D6256

Rev: V.2

Altachment 1

Effective: 01/30/2024
p.4ofA”1 3

/M,,z],x};d{

24-PDR-013

PDR Title:

Approved use of 1.0N NaOH PN 001-2124 on ROBAL in Lodi instead of PN 500-1286

SECTION C: REVIEW AND APPROVAL (Completed by Stakeholder departments**)

NOTE: Manager or above level signatures required

Department Name *Signature Date

Initiator Manager (Direct Jessica Cortopassi

manager or above) P *e-sign *e-sign
Manufacturing: Amina Basara *e-sign E *e-sign
Materials: Harvey Lujan *e-sign *e-sign
Quality:, Olin Boling *e-sign *e-sign
Stakehoider Dept.: N/A N/A * [ [
Stakeholder Dept.: N/A N/A ] *[]
Stakeholder Dept.: N/A N/A *[ «[]

*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.

**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: 2/1/2024 2:30:05 PM

Confidential - Company Proprietary




Document Number: D6256
Rev: V.2
/ Attachment 2
. Effective: 01/30/2024
7~ Cepheid. Er
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Planned Deviation /Temporary Change—~ Commitment Form
SECTION A: Commitment Form (Completed by Initiator) |
Planned Deviation 24-PDR-013
**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. i
All commitment due dates should be at least two weeks before the PDR End Date. |
Additional rows can be added if needed.
Commitments Quality
Description of Commitment Owner Date of Date **Initial and
Number A . Owner Name e Due Date | Commitment | Transferre NC Number
and Evidence of Completion **Initial/ Date . Date
Completion dto NC
[ Initial Training for affected
group(s):
Quality Assurance Supervisor will
be trained on this PDR and will
then train their current shift. W'
di
01 L&D Lead will be trained on this l\g;r:ffef;h cﬂb—)@'f
PDR and will then train current
ROBAL shift.
J{ian N4 -0
[CIN/A if Training is not applicable 02 M I& Lf
Required Objective Evidence: 02/02/2
Training forms *e-sign [ 024
Subsequent Training or Training
o completion for affected group(s): Matt
ROBAL Supervisors and Burgoz 02/06/2
Associates *e-sign 024

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: 2/1/2024 2:38:20 PM

Confidential - Company Proprietary



Document Number: D6256
Rev: V.2
/ Attachment 2
4 Effective: 01/30/2024
Z~ Cepheid. 2ogs
p ® p{ 3
Planned Deviation /Temporary Change— Commitment Form
SECTION A: Commitment Form (Completed by Initiator)
Planned Deviation 24-PDR-013
**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
Description of Commitment Owner Date of Date **Initial and
Number i X Ovwmer Name oo Due Date | Commitment | Transferre NC Number
and Evidence of Completion **Initial/ Date . Date
Completion d to NC
[ON/A if Training is not applicable ]
e
0 - . . - M’—‘.
Required Objective Evidence: Training .—-———-—@“”'M
forros .—-—-——*—"’MM '/Pk,
S——
Subsequent Training or Training
completion for affected group(s):
Quality Assurance Associates
0 ur =
[CIN/A if Training is not applicable P
Required Objective Evidence: Trainin 02/06/2
foer‘xlns ’ & *e-sign 024
Commitment: N/A []
04 Provide confirmation that all sub- B asar:
containers produced under this PDR 03/29/20
are consumed. *e-sign [X) 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: 2/1/2024 2:38:20 PM

Confidential - Company Proprietary




Document Number: D6256
Rev: V.2
/ Attachment 2
’ Effective: 01/30/2024
= Cepheid. 3okt~
A
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Planned Deviation /Temporary Change— Commitment Form 2
SECTION A: Commitment Form (Completed by Initiator)
Planned Deviation 24-PDR-013
**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
Number Description of Commitment Owner Name Ovwner Due Date Coxlr)lfmt?t::ent Tralx);:‘:rre NC Number **Initial and
A . P
and Evidence of Completion Initial/ Date Completion d to NC Date
Required Objective Evidence: ’__________,.,,-«-—______,.————-"
n } M
i M &/ '
gonﬁrm sub cgntamers have /___,__.———-'- T C;Z./ Y
een consume —
Commitment: N/A ]
Remove copies of PDR when
closure criteria is met. .
05 Amina
Required Objective Evidence: Basara
O
Confirm PDR copies have been 03/29/2
removed *e-sign 024
Commitment: N/A X
06
Required Objective Evidence: *I:]

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

Cepheid Confidential Date Printed: 2/1/2024 2:38:20 PM
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Document Number: D6256

Rev: V.2
Attachment 2

Effective: 01/30/2024

Planned Deviation /Temporary Change— Commitment Form

g3

TN

SECTION A: Commitment Form (Completed by Initiator)

Planned Deviation 24-PDR-013

**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
Description of Commitment Date of Date **Initial and
Number scription o en Owner Name e Due Date | Commitment | Transferre NC Number
and Evidence of Completion **Initial/ Date . Date
Completion d to NC
IR !
| pralalay L — O
D Complete Attachment 3 Closure Form. Check box when Attachment 3 Closure Form is completed.

COMMITMENTS .
COMPLETED:

VERIFIED BY (Quality):**

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: 2/1/2024 2:38:20 PM

Confidential - Company Proprietary
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Digital Signéture Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and easy to identify
Verify the document name matches the one in the Decument Name box.
Verify the list of approvers and anyone listed in the CC only box are all
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail.

Document Number: D16660

Rev: A
Effective: 06/27/2013
Page 1-0
AR 2 EY
T
Document ,4-PDR-013 o
Name:

Date Delivered: |2/ 1/2024 ‘

Date Due:

[21/2024 |

Approver Instructions:

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:

CC only:

Originator |[Meredith Shaffer | E-mail

meredith.shaffer@cepheid.com

Phone

209-693-1713

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

(® Approved as-is
(" Approved with changes (below)

Meredith Meredithpsu s
Shaffer Shaffer (isiancser

. . 2 fgned
Jessica Jessica  nreoes’
Cortopassi Cortopasi (¢rs3s ceos

Amina Basara

Department lFailure Investigation

Department IFailure Investigation

Department |Manufacturing

(® Approved as-is
C Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

" Approved as-is
(" Approved with changes (below)

Harvey Lujan

Olin Boling

N/A

Department {Materials

Department |Quality Systems

Department {N/A

Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is availabie 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 Signature Creation and Use.
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Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and casy to identify

Document Number: D16660
Rev: A
Effective: 06/27/2013

Document
Name:

24-PDR-013

Page 1-of;l
%

2

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: |2/1/2024 ‘
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: 2/1/2024 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 {Meredith Shaffer

E-mail|meredith.shaffer@cepheid.com

Phone

209-693-1713

(¢ Approved as-is

(" Approved with changes (below)

(& Approved as-is
(" Approved with changes (below)

(® Approved as-is
(" Approved with changes (below)

Meredith

Shaffer Shaffer

MeredithJguhssnedty

Date: 2024.02.01
143433 -08'00"

Jessica
Cortopassi

Digitally signed
by Amina Basara
Date:2024.02.01
15:29:14 -0X00°

Amina

ina Basar
Amina Basara Basara

Department IFalIure Investigation

Department |Failure Investigation ]

]

Department lManufacturing

(& Approved as-is

(" Approved with changes (below)

(& Approved as-is
C Approved with changes (below)

(. Approved as-is
(" Approved with changes (below)

Harvey Lujan

Olin Boling

N/A

Department [Materials

Department |Quality Systems

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 will teach you how to create a digital signature. For details, see D16656 Pracedure, Digital Signature Creation and Use.

P
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Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and easy to identify
Verify the document name matches the one in the Decument Name box.
Verify the list of approvers and anyone listed in the CC only box are all
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail.

Document Number: D16660

Rev: A

Effective: 06/27/2013

Page‘“ l}

Document
Name:

24-PDR-013

222t

Date Delivered: [2/1/2024

Date Due:

21172024

Approver Instructions:

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 concemns, contact the originator:

CC only:

Originator [Meredith Shaffer | E-mail

meredith.shaffer@cepheid.com |Phone

209-693-1713

(¢ Approved as-is
(" Approved with changes (below)

(& Approved as-is
( Approved with changes (below)

(¢ Approved as-is

(" Approved with changes (below)

Meredith eredithja sy
Shaffer haffer Diiee

Jessica
Cortopassi

Amina Basara

Department kaiiure Investigation

Department IFaiIure Investigation ]

Department |[Manufacturing

(¢ Approved as-is
" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

C Approved as-is

(" Approved with changes (below)

Harvey Digitally signed
Lui . by;trweylujan . .
HanveyLulan || yjan~ S| | | |Olin Boling N/A
Department |Materials Department |Quality Systems Department lN/A

Comments:

You must use Adobe Reader v8.0 or higher {o 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 delails, see D16656 Procedure, Digital Signature Creation and Use.



/ Document Number: D16660
. Rev:A
A?e,ohe/d. 2

Effective; 06/27/2013

L. Page 1‘ i3
Digital Signature Form /;3’?5
Before using this form, you must complete training per D16659 Document ‘;‘w

24-PDR-013
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
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: |2/1 12024 I

Date Delivered: [2/1/2024 |

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 [Meredith Shaffer | E-mailjmeredith.shaffer@cepheid.com |Phone |209-693-1713

(¢ Approved as-is (¢ Approved as-is (& Approved as-is

(" Approved with changes (below) (" Approved with changes (below) C Approved with changes (below)
Meredith Meredith g Jessica .

Shaffer Shaffer 355 Cortopassi Amina Basara

Department lFaiIure Investigation Department |Failure Investigation Department |Manufacturing
(¢ Approved as-is (¢ Approved as-is (" Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)

: . OlinP Gy soing
Harvey Lujan Olin Boling Boling S N/A
Department |Materials Department |Quality Systems 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 will teach you how to create a digital signature. For details, see D16658 Procedure, Digital Signature Creation and Use.
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/ Document Number: D16660
. Revi A
= Ci epheld. Effective: 06/27/2013

Page 1-
Digital Signature Form : "/‘%3

Before using this form, you must complete training per D16659 Document 24-PDR-013 Commitment Form O'LDM

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: |2/1 12024 I
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: IZ/ 1/2024 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 {Meredith Shaffer | E-mail {meredith.shaffer@cepheid.com | Phone [209-693-1713

(¢ Approved as-is (¢ Approved as-is (¢ Approved as-is .
(" Approved with changes (below) (" Approved with changes (below) " Approved with changes (below)
Meredith Meredithyich e Matt Burgoz Matt e Santosh Santosh gﬂ?ﬁ&‘?&ﬁw
Shaffer Shaffer Sicosess Burgoz \:siieosor Mulpur Mulpur B5atem
Department IFaﬂure Investigation Department lN/A Department IQuality Systems
(& Approved as-is C Approved as-is C Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)
: Amina 00
Amina Basara Basara Cusiouas N/A N/A
Department {Manufacturing Department {N/A ] Department |N/A
Comments:

Matt Burgoz is from Learning and Development. This department was not an option in the drop down menu.

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at wwav.adobe.com.
Cllck in the signature field to sign the document. A wizard will teach you how to create a digital signature. For details, see D16856 Procedure, Digital Signature Creation and Use.

E
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Document Number: D29273

Rev: V
Effective: 2/5/2024
p.10f1
Checklist — IPT Review
Part No: GXTV-CE-10 Batch No(s): 1001413525
Production Order: 1089074 O N/A
Document No. and Rev: D20618 Rev. M Cartridge No. (LSP): 21601 O N/A
Item Reviewed N/A
All required pages, attachments, and documents present.
Correct Product Lot/Batch, Part Number and Expiration Date. 7
All data points and final test results are valid
Copy of NC, PDR, LFl and Nonstandard processing are documented on DHR, if applicable. ' [Z]
All applicable comments from FI/PE/QC are present. |
NC#: CINA
PDR#: O NA ]
LFI#: CIN/A
Off-board reagent lot(s)/OBR used: A N/IA
Part number Lot number N/A
]
]
]
Test Performed
Seal testing: Yes [] N/A [A
Functional testing: Yes [/ N/A [
Visual inspection: Yes N/A []

Reviewed By: A’ J ela( (AN

" Print

%%“—J 2l
Signatyre 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: 2/19/2024 09:12:36

Confidential - Company Proprietary




Document Number: D22580

Cepheid. Effective: 08/17R/2\(I):2§
In Process Testing Signature List p. 1 0f 1
Part No: GXTV-CE-10 Batch No(s)*: 1001413525
Production Order: 1089074 O N/A | Cartridge No. (LSP): 21601 O N/A
Document No.: D20618 Cepheid ID: BiNA
Retest? [ Yes ﬁ N/A | Rework? OYes = NCR ﬂ 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

Kot Linawis | > KL I N/A
T N@\A\j\m “T-N N O NA
W Prosw _//_US yd | ,752 [INA
CH S kg CoLineR W e [INA

Sheween ’Em eS| = = S~ OO N
JRM kﬁ\_Ac,.uv A~ — UN¢g OnA
O N/A

(s fisn Alvarads " A [ONA

'pnin(crj 0\ Gne manue] U Pow InN/a
/m‘j ) pqlor N e T CINA

Date: M‘f

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: 2/19/2024 9:11:05 AM

e i

Reviewed by: A’j (40/0"0\

Print Sign(lture

Confidential - Company Proprietary



/ Document Number: D22580
. Rev: E
%C ephe/ d. Effective: 08/17/2023

In Process Testing Signature List p10t1 C
Part No: GXTV-CE-10 Batch No(s)*: 1001413525
Production Order: 1089074 O N/A | Cartridge No. (LSP): 21601 ON/A
Document No.: D20618 Cepheid ID: d N/A
Retest? [ Yes M1 N/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\k&\'{ d Tiw —-Ml" J T CIn/A

N‘\\U\ Koy // //: A MA CIN/A
Somict Villegos o o [V Ona

BQL\’@( | M(m /,& (/Q P j%\ CIN/A
\ < /

~7

Thao Waag e —— mENE L
Q'VA\(/TGWKC? M @ LIN/A

DOWY Nguer 0_9\6 ON [INA
Cilert Yan? Y Ry Ova

=~
S\M‘YLE\{ Te SAD ES}/\/L/ S)/Ao LTL I Na
oo Wt | - P | owm

® A ddivional Page Pﬁ(\kc\. Paac 2. kv 2wy

Reviewed by: /l J @]Mch %@\V Date: 2 Zﬂ Z?‘

yl
Print i Siénature

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: 2/19/2024 9:11:05 AM

Confidential - Company Proprietary
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In Process Testing Signature List

Document Number: D22580
Rev: E
Effective: 08/17/2023

p.1of1 ()

Part No: GXTV-CE-10

Batch No(s)*: 1001413525

Production Order: 1089074 O N/A | Cartridge No. (LSP): 21601 0O N/A
Document No.: D20618 Cepheid ID: é N/A
Retest? [ Yes El] N/A | Rework? [0 Yes __ NCR é 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.

Print Name

Signature

Check N/A

Initial if line is blank

Hevin Vﬁﬂﬂ

IN/A

T VY

Ao

Va Yan 2
7

™ N/A

WiNA

m N/A

lﬂ N/A

™ N/A

 Nna

m N/A

M N/A

® Adaiv ona voge onokd. Page 3. el 2fil2y

Reviewed by: A’j Q]\W{,F«

Print

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.

vy
Hrofey

Cepheid Confidential Date Printed: 2/19/2024 9:11:05 AM

Confidential - Company Proprietary



Part No.: GXTV-CE-10 Lot Performance and Acceptance Criteria Summary Sheet Document Number: D13152

Batch No(s): 1001413525 Rev: AM
Cartridge No. (LSP):21601 Effective: 5/30/2023
p. tof1

Instruction for Filling out Single Minor Failure Mode tab

LFI {applicable to US sites only):
at IPT: Fill in LF! # if investigation is initiated at IPT. If not, N/A cell 118.
at FQC: Fill in LFi # if investigation is initiated at FQC. If not, N/A cell 120.

IPT:
Column C: Fill In count of each of the Single Minor Failure Mode per grouping information in Column B from initial IPT data
Column D: If resampling is required per cell C38 or per major failure count in assay specific warksheet, fill in count of each of the Single Minor Failure Mode per grouping information in Column B from resampled IPT data. If resampling is not required, N/A
each cell.
Column E: C ion will be done
FQc
Column F: Fill in count of each of the Single Minor Failure Mode per grouping information in Column B from initial FQC data. N/A each cell if FQC data is not required due to failure at IPT,
Column G: Calculation will be done automatically.
Column H: If resampling is required per cell G47, filt in count of each of the Single Minor Failure Mode per grouping information in Cotumn B from resampled FQC data. If resampling is not required, N/A each cell.
Column I Calculation will be done i 8
| LFi# I (at IPT) | N/A |
Worksheet for Max Count of Single Minor Failure Mode: 1 LFI# | (at FQC) | N/A |
Single Minor Failure Initial Count Final Count Initial Count Initial Combined FQC Resampling
Mode Error Codes and/or Calls {IPT) R ple Count {IPT) (tPT) (FQC) {IPT+FQC} Count Final Total Count
Invalid {(w/o error code) @
Invalid (w/o error code) SPC Ct=0 (if applicable) 1 N/A 1
5003, 5004
Curve Fit Error 5005
(results equal to Invalid) 5015, 5016 0 N/A 0
5007
0 0
Probe Check Low 5019 1 NIA 1
5006 @ @
Probe Check High 5018 0 N/A 0
2037 @ @
CIT and SLD, 5011 0 N/A 0 oy
Pressure Abort or 2008 m a/
Max Pressure > 90 PSI Max Pressure > 90 (IPT only) 0 N/A 0 .
2096
2097 (D
Sample Volume Adequacy |2125 0 N/A 0 P )
Delamination Delamination i) N/A 0 {i] /17
e o
| Max Court] 1 ]
[ Max Acceptable:] 4 ] [ 10— 7]
{Out of ) {210) (410) 270) (470)
Original IPT: Single Minor Failure Mode:] PASS ]
[ IPT: Original and Resample Combined: Single Minor Failure Mode: ND |
{ IPT + FQC Combined: Single Minor Failure Mode:] ND |
I IPT + FQC + R ple Combined: Single Minor Faiiure Mode:[ ND

Comments:

kY /2004
Refer to FQC D1 2% KV 2/20/24
IPT Data Recorded By / Date: K V 1- /2 0 /1‘1

FQC Data Recorded By / Date:

Reviewed By / Date: A‘S(W / 3—/ }C/ 1“{

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

@ ’ry’) 0/ i% 340"1 (0[ L e D , 3 }B Z ) VL{ 'Z/L()/Z,L/ Cepheid Confidential Date Printed: 2/20/2024  3:08 PM




Part No.: GXTV-CE-10
Batch No(s); 1001413525
Cartridge No. (LSP):21601

1. In-process testing observations:

A. In-process Data Analysis:

Lot Performance and Acceptance Criteria Summary Sheet

B. Is the total number of failures {not counting instrument errors and STFs) < 9? # of failures: Yes
O Yes: Continue analyzing the data In Section C | 3 I

@1 No: An NCRIAO was initiated by Manutacturing / QC
C. Number of Major Functional Failures
D. Number of Major Visuai Failures

E. Total number of Major Failures {Functional + Visual):

@ !fthe total of Major Fallures (E =  + D) is 5 1, continue on with the data analysls.

@ ) this number is 2 and if C = 0, Resampling testing is required per Section 3.

0 If this number is 2 and if C = 1, Resampling testing is required per Section 2.

O !fthis number is 2 and If C = 2, Resampling testing is required per Section 2.

@ I this aumber is 3 and If C = 0, Resampling testing Is required per Section 3,
O fthis number is 3and If C = 1, Resampling testing is required per Section 2.
o
a
o

I this number is 3 and If C = 2, Resampling testing is required per Section 2.
1 this number is 3 and if C = 3, Resampling testing is required per Section 2.
if this number s 4, lot fails, an NCR by Manufacturing was initlated

Does this Lot meet all of the acceptance criteria noted above?

O Yes: Continue analyzing the data In Section BB
o No for NCR or Resampling per criteria noted above and N/A Sectlon BB

BB. Maximum count of Single Minor Failure Mode (out of 210} per "Single Minor Failure Mode" tab:
© If the max count of Single Minar Faiture Mode Is s 4: PASS
© if the max count of Single Mincr Faliure Mode Is > 4: Resampling is required

2. In-pi F Testing Results: N/A

Resampling Resu!
F. Number of cartridges that had a Major Functional Failure:
G. Number of cartridees that had a Maior Visual Failure:
H. Error Summary:

1. Total number of Major Failures (F + G}

J. Total number of Minor Failures

K. Total number of Maior + Minor Failures {1 + J)

j ts:
Total Number of Major Functional Failures (C + F)
Total Number of Major Visual Failures {D + G})
Total Number of Major Failures (E + 1)
Max Count of Single Minor Failure Mode (out of 410) per "Single Minor Failure
Mode" tab;

If all of the above criteria in Section 2 have been met, the Lot meets specification for In-process testing.

3. In-process Visual Resampling Testing Results: N/A

Resampling Results only:
L. Number of cartridges that had a Minor Visual Failure:

M. Number of cartridqes that had a Malor Visual Failure:
Total Number of Major & Minor Visual Failures (L + M)

als of Original + Resampling R Its:
Total Number of Major Visual Failures (D + M)

NCR#t N/A
LFi# N/A
C NCR# 1 N/A
Yes
| 1 [ rass |
I
I
il i O
o |
| ]AccepwnceCriteria Pass / Fail?
G
Acceptance Criteria Pass / Fail?
0 <5 PASS
s5 PASS
<5 PASS
D <10 FAIL
Acceptance Criteria Pass / Fail?
a <0 ]

Acceptance Criteria
1) s5 ]

if all of the above criteria in section 3 have been met. the Lot meets specification for In-process festing.

Comment:

Pass / Fail?

PASS

N

V _1[20/24

Recorded By / Date:

Reviewed By / Date:

) ) Xfwy

User of printed copy is responsibie for using current revision and discarding expired or obsolete revisions.

Current released version resides in Agile Workplace.
Date Printed 2/20/2024

Cepheid Confidential

3:06 PM

Docurment Number: D13152




Part No.: GXTV-CE-10

Batch No.: 1001413525

Cartridge No. (LSP): 21601

Document Number: D20618
Attachment 1

Rev: M

Effective: 01/29/2024
p.10of1

ROBAL Product Testing Worksheet- Xpert TV US

Sampling Sample Size STFs

Point of Subgroup in Subgroup
1 20 0
2 20 0
3 20 0
4 20 0
5 20 0
6 20 0
7 20 0
8 20 0
9 20 0
10 20 0
11 J/
12 N4
13 ~\Y /
14 N /
15 A4
16 \ /
17 NI 4
18 N\
19 W
20 N\
21 ~/
22 J/
23 /
24

Total 200 0

Comments (Attach separate sheet(s) as required.)
N/A

(- - )
; Performed By: R v

- e

2/20/24

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: 2/20/2024 2:47 PM
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Part No.: GXTV-CE-10

Batch No.: 1001413525

Cartridge No. (LSP): 21601

Section 2

ROBAL Product Testing Worksheet- Xpert TV US

Sample
Type

Visual
Inspection

Seal
Test

Barcode
Scanning

GeneXpert
Testing

Maximum
Pressure

Valid Test
Replicate?

Cartridge Test
Result

Cartridge
# 1D

)

PIFIFXIN | 0MINA

PIFIN

0/1/NA

PIFIN 0/1/NA

PIFIFXIN

0/1/NA

P/FIN

0/1/NA

0/1/NA

PASSI/FAIL/INA

Functional
Failure
0/1/NA

Minor
Failure
0/1/NA

Waor |
Visual
Failure
0/1INA

261 0_O1x

P 0

NA

[¢]

0

1

PASS

o]

262 02x

NA

PASS

263 03x

NA

PASS

264 04x

NA

PASS

265 05x

NA

FAIL

NA

FAIL

267 07+

NA

PASS

268 08+

NA

PASS

269 09+

NA

PASS

olololololo|lololo{o

0
4]
0
0
266 0 06+
0
0
0
0

270 10+

olololo|o|ojojo|ole

OODDODODOOE

ViojoloioiMmioio|T
[=1[=1{=1{=Y[=1EN=1(] [-]

NA

olololo|o|o|ejoio

©|T|O|O|O|Z| 0|0
ololo|o|o|o|elolo|o

0|V|9|v|M|Z|D|[D|B|T
olo|o|o|=|o|lo|ojo|o

V(U|O(T|O|(Z|0|T}|T

o|o|o|o|o|o|o|ojo

<<<<<<<<<<§

1
1
1
1
1
1
1
1
1

PASS

o|o|o|o|-s[=|o|olelo
olo|o|o|o|o|o|oje

olo|o|o|o|o|o|o|o|e

271

272

\

273

274

275

276

277

278

279

280

281

282

283

284

285

286

287

288

289

290

291

292

293

294

295

L

g

296

297

N\

298

N

N\

299

N2

300

301

N V4
\/

302

303

304

\§

305

306

307

308

09

313

314

315

316

317

318

319 A

320 P

321

User of printed copy is responsible for using current revision and discarding expired or obsalete revisions.

Current released version resides in Agile Workplace.
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2:49 PM
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Part No.: GXTV-CE-10
Batch No.: 1001413525

Cartridge No. (LSP): 21601

ROBAL Product Testing Worksheet- Xpert TV US

322

323

324

325

326

327

328

329

330

331

332

333

334

335

336

337

338

339

340

341

342

343

344

345

46

47

34

Enter "Y" when data entry is completed:

Section 3

Total No. Cartridges Registered:
Total No. Valid Test Replicates:

Totat No. Seal Test Failures: :'

Total No. Maximum Pressure Failures: 0

OVERALL TEST RESULT:

Comments

Product Catalog/Part

GXTVCE10
No.:

(Select using drop-down menu.)

No. Minor Failures:’_—I—_l
No. Major Fu i | Failures: 0

No. Major Visual Inspection
Failures:
Total No. Failures:lIl

CheckSum:[  PASS |
Check Sum for STF: _m

Sample ID O_0_05x failed due to an SPC bead in chamber 3, Sample ID 0_0_06+ failed due to an invalid. KV 2/20/24

Sample ID 5_1_01x failed due to an £5007. KV 2/20/24

Recorded By: K V

Date: Z /10/2‘ "I

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: 2/20/2024

2:49 PM
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ReviM
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Part No.: GXTV-CE-10

Batch No.: 1001413525

Cartridge No. (LSP): 21601

ROBAL Product Testing Worksheet- Xpert TV US

[ Product Catalog/Part No.] GXTVCE10 # channels]
[ Cartridge No. (LSP)] 21601 }(Leading zeros will not be displayed.)
Data - First 10
Number of Replicates]| 10 [ VALID | 1 |
[ Expected Assay Name Xpert TV VALID | 1 |
{ Expected Cartridge No. (LSP) 21601 VALID | 1 |
Expected Sample Type 0
Expected Test Resuit TV NOT DETECTED
No. Test Result Failures 2
No. Max Pressure Failures 0
Data - Sample Type 0
Number of Replicates] 100 [ vALID | 1 |
[ Expected Assay Name]| Xpert TV [ VALD | 1 ]
[ Expected Cartridge No. (LSP)| 21601 [ VvALD | 1 |
Expected Test Result TV NOT DETECTED
No. Test Result Failures 0
No. Max Pressure Failures 0
Data - Sample Type 1
Number of Replicates| 100 [ VALID ] 1
[ Expected Assay Name] Xpert TV [ VALID ] 1
[ Expected Cartridge No. (LSP)| 21601 [ vaLD | 1
Expected Test Result TV DETECTED
No. Test Result Failures 1
No. Max Pressure Failures 0
Data - Replaced
Number of Replicates] 0 ]
| Expected Assay Name] Xpert TV [ NODATA | 1 |
[ Expected Cartridge No. (LSP)] 21601 [ NODATA | 1 |
I Check Sum| VALID | 1 |

Overall Result] VALID |

Comments

Recorded By:

KV

Date:

z/zo/zq

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: 2/20/2024 2:50 PM
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Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618
Attachment 1

Batch No.: 1001413525 ) Rev: M
Effective: 01/29/2024
Cartridge No. (LSP): 21601 p. 1of1

Fill out and print only the section that applies to the assay being tested.

Section1 TV
Transport Reagent Xpert TV Negative Cell Mix Xpert TV Low Positive Cell Mix
Part No. | Lot No. Part No. | Lot No. Part No. | Lot No.
500-1514 | 1001411027 500-2019 |  020124MZ 500-2021 | 082123MLD

Recorded By: H v Date: 2 /2 0/2 ‘f

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: 2/20/2024 2:52 PM



Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618
Attachment 1

Batch No.: 1001413525 Rev: M
Effective: 01/29/2024
Cartridge No. (LSP): 21601 p. 10f1

Table 1; Pipette Information
Cep eid[1D] ’ 1.5084 1.2683 12684 L5063 N/A N/A

| CalibratioMDISIDat 4/30/2024 6/30/2024 7/31/2024 4/30/2024 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
L3839 N/A N/A N/A N/A N/A
CalibratioMmDTeIDatc N 3/31/2024 N/A N/A N/A N/A N/A
Comments
N/A

Recorded By: H V Date: 2 /2'0/2' LI

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: 2/20/2024 2:55 PM



Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618

Attachment 1
Batch No.: 1001413525 Rev: M
Effective: 01/29/2024
Cartridge No. (LSP): 21601 p.1of2
Xpert TV 1 020124MZ_0_0_01X 1987150777 21601 Negative Control 1 842465 787892 6.8 2024-02-19T23:37:46-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5NA -9999 101 161 100
Xpert TV 1 020124MZ_0_0_02X 1987150765 21601 Negative Control 1 842465 210068339 6.8 2024-02-19T23:37:23-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3NA -9999 74 125 73
Xpert TV 1 020124MZ_0_0_03X 1987150755 21601 Negative Control 1 842465 909423 6.8 2024-02-19723:36:56-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -10 NA -9999 85 141 84
Xpert TV 1 020124MZ_0_0_04X 1987150811 21601 Negative Control 1 842465 210094786 6.8 2024-02-19723:36:32-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -8 NA -9999 83 136 82
Xpert TV 1 020124MZ_0_0_05X 0 21601 Y
Xpert TV 1 020124MZ_0_0_06+ 1987150774 21601 Negative Control 1 842465 210071150 6.8 2024-02-19723:36:07-0800 Done  INVALID TV Target 1 INVALID O -4 NA -9999 94 152 94
Xpert TV 1 020124MZ_0_0_07+ 1987150762 21601 Negative Control 1 842465 210026571 6.8 2024-02-19T23:35:41-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 87 144 86
Xpert TV 1 020124MZ_0_0_08+ 1987150782 21601 Negative Control 1 842465 210047034 6.8 2024-02-19T23:35:17-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 107 171 106
Xpert TV 1 020124MZ_0_0_09+ 1987150772 21601 Negative Control 1 842465 768353 6.8 2024-02-19T23:34:52-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -2 NA -9999 100 159 99
Xpert TV 1 020124MZ_0_0_10+ 1987150778 21601 Negative Control 1 842465 778408 6.8 2024-02-19T723:34:26-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5NA -9999 88 141 87

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: 2/20/2024 2:56 PM




Part No.: GXTV-CE-10

Batch No.: 1001413525

PASS
PASS
PASS
PASS

PASS
PASS
PASS
PASS
PASS

45 SAC
45 SAC
45 SAC
45 SAC

45 SAC
45 SAC
45 SAC
45 SAC
45 SAC

- a2

[y

Cartridge No. (LSP): 21601

316
31.8
3186
315

35
316
315
313
317

302 NA
240 NA
295 NA
336 NA

261 NA
306 NA
311 NA
352 NA
305 NA

-9999
-8999
-9999
-9999

-9999
-9999
-89999
-8989
-8989

154
125
154
119

117
129
168
141
162

220
173
211
170

161
181
230
197
233

150 PASS
119 PASS
147 PASS
114 PASS

112 PASS
125 PASS
161 PASS
134 PASS
158 PASS

oo oo

o oOoOoco

ROBAL Product Testing Worksheet- Xpert TV US

45 SPC
45 SPC
45 SPC
45 SPC

45 SPC
45 SPC
45 SPC
45 SPC
45 SPC

SPC
SPC
SPC
SPC

SPC
SPC

SPC
SPC

JEENE T QY

PO

PASS
PASS
PASS
PASS

FAIL

PASS
PASS
PASS
PASS

31.3 286 NA
32.8 187 NA
31.5 268 NA
31.6 267 NA

0 1NA
31.4 278 NA
31.4 273 NA
31.2 293 NA
31.4 294 NA

-9989
-9999
-9999
-9999

-9999
-9999
-9999
-9999
-9999

213
190
219
226

173
208
222
221
218

238
212
244
252

194
233
249
247
244

213 PASS
189 PASS
217 PASS
225 PASS

173 PASS
208 PASS
221 PASS
221 PASS
216 PASS

o O 0o

[eReolNoloele)

327
33.1
56.3
35.2

41.2
45.3
52.3
335
45.3

-26.6
-24.8
-38
-32

-27.3
-32
-33.8
-29
-29.2

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: 2/20/2024

2:56 PM
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Rev: M

Effective: 01/29/2024
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Jaylord Tiri
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Jaylord Tiri
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Jaylord Tiri
Jaylord Tiri
Jaylord Tiri
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Part No.: GXTV-CE-10

Batch No.: 1001413525

Cartridge No. (LSP): 21601

Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV
Xpert TV

A A A A A el oA A cd e e 3 oA o 3 o e oA e A e ) o3 e ed e e el a3 ed o3 o) el o ) o3 cd C3 cd S Cd cd e e ch b e A A A

020124MZ_1_0_01X
020124MZ_1_0_02X
020124MZ_1_0_03X
020124MZ_1_0_04X
020124MZ_1_0_05X
020124MZ_1_0_06+
020124MZ_1_0_07+
020124MZ_1_0_08+
020124MZ_1_0_09+
020124MZ_1_0_10+
020124MZ_2_0_01x
020124MZ_2_0_02x
020124MZ_2_0_03x
020124MZ_2_0_04x
020124MZ_2_0_05x
020124MZ_2_0_06+
020124MZ_2_0_07+
020124MZ_2_0_08+
020124MZ_2_0_09+
020124MZ_2_0_10+
020124MZ_3_0_01X
020124MZ_3_0_02X
020124MZ_3_0_03X
020124MZ_3_0_04X
020124MZ_3_0_05X
020124MZ_3_0_06+
020124MZ_3_0_07+
020124MZ_3_0_08+
020124MZ_3_0_09+
020124MZ_3_0_10+
020124MZ_4_0_01x
020124MZ_4_0_02x
020124MZ_4_0_03x
020124MZ_4_0_04x
020124MZ_4_0_05x
020124MZ_4_0_06+
020124MZ_4_0_07+
020124MZ_4_0_08+
020124MZ_4_0_09+
020124MZ_4_0_10+
020124MZ_5_0_01x
020124MZ_5_0_02x
020124MZ_5_0_03x
020124MZ_5_0_04x
020124MZ_5_0_05x
020124MZ_5_0_06+
020124MZ_5_0_07+
020124MZ_5_0_08+
020124MZ_5_0_09+
020124MZ_5_0_10+
020124MZ_6_0_01x
020124MZ_6_0_02x
020124MZ_6_0_03x
020124MZ_6_0_04x

1987150965
1987151871
1887151151
1887150853
1987151643
1987152048
1987150856
1987150968
1987151638
1987161872
1987152337
1987162837
1987153093
1987163189
1987153411
1987152986
1987153094
19871562838
1987153190
1987152668
1987154445
1987155021
1987154275
1987155015
1987154963
1987154996
1887154052
1987155006
1987154188
1887154368
1987156187
1887155541
1987155393
1987155985
1987155237
1987165118
1987155322
1987156320
1987156322
1987156336
1987156825
1987157305
1987167433
1987157139
1987156669
1987157204
1987157302
1987167294
1987156668
1987156826
1987159067
1987158515
1987159123
1987159317

21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601
21601

Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Contro! 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1

ROBAL Product Testing Worksheet- Xpert TV US

842465 210072858
842465 906279
842465 749850
842465 906271
842465 210021684
842465 906267
842465 210031058
842465 210016051
842465 210057290
842465 793124
842465 210068339
842465 793124
842465 787892
842465 909423
842465 210094786
842465 210071150
842465 210026571
842465 210047034
842465 768353
842465 778408
8424685 210068339
842465 793124
842465 787892
842465 909423
842465 210094786
842465 210071150
842465 210026571
842465 210047034
842465 768353
842465 778408
842465 615367
842465 210045453
842465 210040801
842465 772404
842465 210001732
842465 772298
842465 905376
842465 905374
842465 906357
842465 725545
842465 210068339
842465 793124
842465 787892
842465 909423
842465 210094786
842465 210071150
842465 210026571
842465 210047034
842465 768353
842485 778408
842465 906028
842465 210079023
842465 906076
842465 210016114

6.8 2024-02-20T00:26:29-0800
6.8 2024-02-20T00:26:07-0800
6.8 2024-02-20T00:25:44-0800
6.8 2024-02-20700:25:21-0800
6.8 2024-02-20T00:24:57-0800
6.8 2024-02-20T00:24:32-0800
6.8 2024-02-20700:24:07-0800
6.8 2024-02-20T00:23:40-0800
6.8 2024-02-20T00:23:13-0800
6.8 2024-02-20T00:22:47-0800
6.8 2024-02-20T01:50:40-0800
6.8 2024-02-20T01:50:14-0800
6.8 2024-02-20T01:49:49-0800
6.8 2024-02-20T01:49:24-0800
6.8 2024-02-20T01:49:00-0800
6.8 2024-02-20T01:48:07-0800
6.8 2024-02-20T01:47:42-0800
6.8 2024-02-20T01:47:17-0800
6.8 2024-02-20T01:46:51-0800
6.8 2024-02-20T01:46:25-0800
6.8 2024-02-20T03:40:14-0800
6.8 2024-02-20T03:39:47-0800
6.8 2024-02-20T03:39:22-0800
6.8 2024-02-20T03:38:58-0800
6.8 2024-02-20T03:38:33-0800
6.8 2024-02-20T03:38:08-0800
6.8 2024-02-20T03:37:42-0800
6.8 2024-02-20703:37:18-0800
6.8 2024-02-20T03:36:51-0800
6.8 2024-02-20T03:36:25-0800
6.8 2024-02-20T05:21:21-0800
6.8 2024-02-20T05:20:59-0800
6.8 2024-02-20T05:20:32-0800
6.8 2024-02-20T05:20:06-0800
6.8 2024-02-20T05:19:40-0800
6.8 2024-02-20T05:19:13-0800
6.8 2024-02-20T05:18:48-0800
6.8 2024-02-20T05:18:23-0800
6.8 2024-02-20T05:17:58-0800
6.8 2024-02-20T05:17:32-0800
6.8 2024-02-20T06:57:30-0800
6.8 2024-02-20T06:57:03-0800
6.8 2024-02-20T086:56:37-0800
6.8 2024-02-20T06:56:12-0800
6.8 2024-02-20706:55:49-0800
6.8 2024-02-20T06:55:23-0800
6.8 2024-02-20T06:54:56-0800
6.8 2024-02-20T06:54:30-0800
6.8 2024-02-20T06:54:04-0800
6.8 2024-02-20T06:53:33-0800
6.8 2024-02-20T08:12:04-0800
6.8 2024-02-20T08:11:39-0800
6.8 2024-02-20T08:11:13-0800
6.8 2024-02-20T08:10:48-0800

Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done

TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target
TV NOT DETECTED TV Target

User of printed copy is responsible for using current revision and discarding expired or obsolete revisions.
Current released version resides in Agile Workplace.
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Date Printed: 2/20/2024
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-9999
-8999
-9899
-9989
-9999
-9989
-9999
-9999
-9999
-9999
-8999
-9999
-8999
-8999
-9999
-9999
-9899
-9999
-9989
-9999
-9999
-9999
-9998
-9999
-9999
-9999
-9999
-8999
-9999
-9999
-9889
-9999
-9989
-9989
-9999
-9999
-8999
-8999
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-9899
-9999
-9999
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-9999
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-9989
-9999
-9899
-9989
-9989
-9989
-9989
-9999
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Attachment 1

Rev: M
Effective: 01/29/2024

p.10of4
155 97 PASS 0 45
133 78 PASS 0 45
152 92 PASS 0 45
124 75 PASS 0 45
177 109 PASS 0 45
124 75 PASS 0 45
149 91 PASS 0 45
145 90 PASS 0 45
128 78 PASS 0 45
162 98 PASS 0 45
178 108 PASS 0 45
163 97 PASS 0 45
170 108 PASS 0 45
158 97 PASS 0 45
143 85 PASS 0 45
173 110 PASS 0 45
136 80 PASS 0 45
170 106 PASS 0 45
160 98 PASS 0 45
140 86 PASS 0 45
157 94 PASS 0 45
169 102 PASS 0 45
172 108 PASS 0 45
158 95 PASS 0 45
165 101 PASS 0 45
144 89 PASS 0 45
160 99 PASS 0 45
204 133 PASS 0 45
174 112 PASS 0 45
152 97 PASS 0 45
163 102 PASS 0 45
162 102 PASS 0 45
184 114 PASS 0 45
162 102 PASS 0 45
151 92 PASS 0 45
133 83 PASS 0 45
153 102 PASS 0 45
128 78 PASS 0 45
118 71 PASS 0 45
131 77 PASS 0 45
186 112 PASS 0 45
173 105 PASS 0 45
164 101 PASS 0 45
174 111 PASS 0 45
149 90 PASS 0 45
158 99 PASS 0 45
158 95 PASS 0 45
126 76 PASS 0 45
159 98 PASS 0 45
141 87 PASS 0 45
126 74 PASS 0 45
130 78 PASS 0 45
137 82 PASS 0 45
153 93 PASS 0 45




Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618

- Attachment 1
Batch No.: 1001413525 Rev: M
Effective: 01/29/2024

Cartridge No. (LSP): 21601 p.20f4
Xpert TV 1 020124MZ_6_0_05x 1987158589 21601 Negative Control 1 842465 210062941 6.8 2024-02-20T08:10:23-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -10 NA -8999 97 157 97 PASS 0 45
Xpert TV 1 020124MZ_6_0_06+ 1987159162 21601 Negative Control 1 842465 906072 6.8 2024-02-20T08:10:00-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 82 136 80 PASS 0 45
Xpert TV 1 020124MZ_6_0_07+ 1987158442 21601 Negative Control 1 842465 906071 6.8 2024-02-20T08:09:35-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9993 83 140 83 PASS 0 45
Xpert TV 1 020124MZ_6_0_08+ 1987158688 21601 Negative Control 1 842465 906068 6.8 2024-02-20T08:09:10-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -7 NA -9998 83 136 82 PASS 0 45
Xpert TV 1 020124MZ_6_0_09+ 1987159334 21601 Negative Control 1 842465 906107 6.8 2024-02-20T08:08:45-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9999 76 126 75 PASS 0 45
Xpert TV 1 020124MZ_6_0_10+ 1987159360 21601 Negative Control 1 842465 906106 6.8 2024-02-20T08:08:19-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -12 NA -9999 83 138 84 PASS 0 45
Xpert TV 1 020124MZ_7_0_01x 1887160367 21601 Negative Control 1 842465 210047034 6.8 2024-02-20T09:03:15-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 100 162 100 PASS 0 45
Xpert TV 1 020124MZ_7_0_02x 1987159781 21601 Negative Control 1 842465 210016051 6.8 2024-02-20T09:02:28-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3 NA -9999 97 151 96 PASS 0 45
Xpert TV 1 020124MZ_7_0_03x 1987160343 21601 Negative Control 1 842465 768353 6.8 2024-02-20T09:02:01-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3 NA -9999 98 159 97 PASS 0 45
Xpert TV 1 020124MZ_7_0_04x 1987159413 21601 Negative Control 1 842465 778408 6.8 2024-02-20T09:01:12-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -10 NA -9998 91 148 92 PASS 0 45
Xpert TV 1 020124MZ_7_0_05x 1987160291 21601 Negative Control 1 842465 210057290 6.8 2024-02-20T09:00:22-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -4 NA -9999 95 152 95 PASS 0 45
Xpert TV 1 020124MZ_7_0_06+ 1987159784 21601 Negative Control 1 842465 906040 6.8 2024-02-20T08:59:56-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -4 NA -9999 84 133 83 PASS 0 45
Xpert TV 1 020124MZ_7_0_07+ 1987160398 21601 Negative Control 1 842465 806039 6.8 2024-02-20T08:59:31-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -13 NA -89999 68 112 68 PASS 0 45
Xpert TV 1 020124MZ_7_0_08+ 1987159414 21601 Negative Control 1 842465 210018471 6.8 2024-02-20T08:59:06-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -16 NA -8999 90 152 90 PASS 0 45
Xpert TV 1 020124MZ_7_0_09+ 1987160412 21601 Negative Control 1 842465 906031 6.8 2024-02-20T08:58:41-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -8 NA -9999 82 137 81 PASS 0 45
Xpert TV 1 020124MZ_7_0_10+ 1987160182 21601 Negative Control 1 842465 906030 6.8 2024-02-20T08:58:17-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9989 59 104 59 PASS 0 45
Xpert TV 1 020124MZ_8_0_01x 1987160913 21601 Negative Control 1 842465 210068339 6.8 2024-02-20T10:42:30-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 118 191 116 PASS 0 45
Xpert TV 1 020124MZ_8_0_02x 1987160967 21601 Negative Control 1 842465 793124 6.8 2024-02-20T10:42:02-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3 NA -9999 100 164 99 PASS 0 45
Xpert TV 1 020124MZ_8_0_03x 1987161843 21601 Negative Control 1 842465 787892 6.8 2024-02-20T10:41:39-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3 NA -9999 103 166 102 PASS 0 45
Xpert TV 1 020124MZ_8_0_04x 1987161641 21601 Negative Control 1 842465 909423 6.8 2024-02-20T10:41:15-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9999 96 159 95 PASS 0 45
Xpert TV 1 020124MZ_8_0_056x 1987161235 21601 Negative Control 1 842465 210094786 6.8 2024-02-20T10:40:50-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 95 154 94 PASS 0 45
Xpert TV 1 020124MZ_8_0_06+ 1987161700 21601 Negative Control 1 842465 210071150 6.8 2024-02-20T10:40:24-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -12 NA -9999 110 174 109 PASS 0 45
Xpert TV 1 020124MZ_8_0_07+ 1887161790 21601 Negative Control 1 842465 210026571 6.8 2024-02-20710:39:59-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9999 94 157 93 PASS 0 45
Xpert TV 1 020124MZ_8_0_08+ 1987161124 21601 Negative Control 1 842465 210047034 6.8 2024-02-20T10:39:35-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 118 185 118 PASS 0 45
Xpert TV 1 020124MZ_8_0_09+ 1987160846 21601 Negative Control 1 842465 768353 6.8 2024-02-20T10:39:10-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 82 137 82 PASS 0 45
Xpert TV 1 020124MZ_8_0_10+ 1987161076 21601 Negative Control 1 842465 778408 6.8 2024-02-20T710:38:43-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -4 NA -9999 93 153 92 PASS 0 45
Xpert TV 1 020124MZ_S_0_01x 1987162463 21601 Negative Control 1 842465 210068339 6.8 2024-02-20T712:01:17-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 101 167 100 PASS 0 45
Xpert TV 1 020124MZ_9_0_02x 1987162687 21601 Negative Control 1 842465 793124 6.8 2024-02-20T12:00:50-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -8 NA -9999 103 168 101 PASS 0 45
Xpert TV 1 020124MZ_9_0_03x 1987163229 21601 Negative Control 1 842465 787892 6.8 2024-02-20T712:00:26-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -4 NA -9999 118 184 118 PASS 0 45
Xpert TV 1 020124MZ_9_0_04x 1987163431 21601 Negative Control 1 842465 909423 6.8 2024-02-20712:00:03-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -15 NA -9999 96 159 96 PASS 0 45
Xpert TV 1 020124MZ_9_0_05x 1987163021 21601 Negative Control 1 842465 210094786 6.8 2024-02-20T11:59:37-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -11 NA -9999 96 158 96 PASS 0 45
Xpert TV 1 020124MZ_9_0_06+ 1987162466 21601 Negative Control 1 842465 210071150 6.8 2024-02-20T11:59:11-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -11 NA -9989 106 171 106 PASS 0 45
Xpert TV 1 020124MZ_9_0_07+ 1987163230 21601 Negative Control 1 842465 210026571 6.8 2024-02-20T11:58:46-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -8 NA -9999 90 151 90 PASS 0 45
Xpert TV 1 020124MZ_9_0_08+ 1987162688 21601 Negative Control 1 842465 210047034 6.8 2024-02-20T11:58:23-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -10 NA -9999 108 172 108 PASS 0 45
Xpert TV 1 020124MZ_9_0_09+ 1987163434 21601 Negative Control 1 842465 768353 6.8 2024-02-20T711:57:58-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 108 171 108 PASS 0 45
Xpert TV 1 020124MZ_38_0_10+ 1987162314 21601 Negative Control 1 842465 778408 6.8 2024-02-20T11:57:31-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9999 88 144 88 PASS 0 45
Xpert TV 1 020124MZ_10_0_01x 1987164938 21601 Negative Control 1 842465 905376 6.8 2024-02-20T13:36:09-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -3 NA -9999 84 134 83 PASS 0 45
Xpert TV 1 020124MZ_10_0_02x 1987164273 21601 Negative Control 1 842465 905374 6.8 2024-02-20T13:35:41-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -6 NA -9989 92 148 92 PASS 0 45
Xpert TV 1 020124MZ_10_0_03x 1987164997 21601 Negative Control 1 842465 906357 6.8 2024-02-20T13:35:16-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 90 143 89 PASS 0 45
Xpert TV 1 020124MZ_10_0_04x 1987164115 21601 Negative Control 1 842465 725545 6.8 2024-02-20T13:34:49-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -4 NA -89999 76 124 75 PASS 0 45
Xpert TV 1 020124MZ_10_0_05x 1987164863 21601 Negative Control 1 842465 906355 6.8 2024-02-20713:34:22-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 90 149 89 PASS 0 45
Xpert TV 1 020124MZ_10_0_06+ 1987164748 21601 Negative Control 1 842465 906354 6.8 2024-02-20T13:33:56-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 82 133 81 PASS 0 45
Xpert TV 1 020124MZ_10_0_07+ 1987164932 21601 Negative Control 1 842465 806341 6.8 2024-02-20T13:33:30-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9999 81 130 80 PASS 0 45
Xpert TV 1 020124MZ_10_0_08+ 1987165018 21601 Negative Control 1 842465 906340 6.8 2024-02-20T713:33:05-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -5 NA -9999 96 147 96 PASS 0 45
Xpert TV 1 020124MZ_10_0_09+ 1987164234 21601 Negative Control 1 842465 905360 6.8 2024-02-20T713:32:40-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -10 NA -9999 74 125 73 PASS 0 45
Xpert TV 1 020124MZ_10_0_10+ 1987164388 21601 Negative Control 1 842465 210031188 6.8 2024-02-20T13:32:16-0800 Done TV NOT DETECTED TV Target 1 NEG 0 -9 NA -9999 116 185 116 PASS 0 45
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319 NA
329 NA
300 NA
296 NA
307 NA
324 NA
306 NA
306 NA
276 NA
306 NA
315 NA
303 NA
305 NA
325 NA
284 NA
328 NA
299 NA
319 NA
331 NA
300 NA
295 NA
308 NA
309 NA
288 NA
329 NA
310 NA
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330 NA
331 NA
293 NA
302 NA
304 NA
360 NA
315 NA
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271 NA
292 NA
274 NA
262 NA
289 NA
268 NA
289 NA
288 NA
231 NA
273 NA
278 NA
275 NA
288 NA
297 NA
216 NA
289 NA
264 NA
277 NA
273 NA
288 NA
245 NA
278 NA
294 NA
248 NA
274 NA
244 NA
283 NA
298 NA
286 NA
290 NA
274 NA
255 NA
285 NA
303 NA
256 NA
263 NA
290 NA
271 NA
239 NA
275 NA
282 NA
279 NA
273 NA
276 NA
272 NA
276 NA
291 NA
178 NA
279 NA
298 NA
277 NA
231 NA
284 NA
287 NA

-8999
-9999
-9999
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-9999
-9999
-9999
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-8999
-8999
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268
211
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209
288
245
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271
174
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274
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237
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232
244
291
264
261
267
251
230
233
208
184
231
223
232
249
260
276
225
250
245
201
217
234
268
289
245
200
253
239

172 PASS
183 PASS
237 PASS
188 PASS
225 PASS
185 PASS
259 PASS
218 PASS
163 PASS
230 PASS
225 PASS
239 PASS
215 PASS
242 PASS
155 PASS
182 PASS
204 PASS
244 PASS
228 PASS
227 PASS
235 PASS
239 PASS
212 PASS
172 PASS
223 PASS
206 PASS
218 PASS
259 PASS
235 PASS
232 PASS
239 PASS
223 PASS
205 PASS
207 PASS
186 PASS
173 PASS
206 PASS
198 PASS
207 PASS
221 PASS
232 PASS
246 PASS
201 PASS
223 PASS
219 PASS
179 PASS
194 PASS
208 PASS
239 PASS
258 PASS
220 PASS
178 PASS
224 PASS
213 PASS
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Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618

Attachment 1
Batch No.: 1001413525 Rev: M
Effective: 01/29/2024
Cartridge No. (LSP): 21601 p.40of4
IC 1 PASS 31.8 314 NA -9999 179 252 173 PASS 0 45 SPC SPC 1 PASS 31.3 290 NA -9999 216 241 214 PASS 0 45 279 -27.9 THAO THAO
IC 1 PASS 31.8 324 NA -9999 135 188 127 PASS 0 45 SPC SPC 1 PASS 31.4 276 NA -9999 215 240 213 PASS 0 45 299 -24.2 THAO THAO
IC 1 PASS 31.8 318 NA -9999 130 188 125 PASS 0 45 SPC SPC 1 PASS 31.6 287 NA -9999 209 235 208 PASS 0 45 28.9 -27.6 THAOC THAO
IC 1 PASS 31.6 335 NA -9999 137 191 131 PASS 0 45 SPC SPC 1 PASS 31.5 290 NA -9999 226 254 226 PASS 0 45 30.9 -27.6 THAO THAO
IC 1 PASS 31.8 332 NA -9999 123 172 116 PASS 0 45 SPC SPC 1 PASS 31.8 268 NA -9999 209 232 207 PASS 0 45 30.2 -326 THAO THAO
IC 1 PASS 31.8 329 NA -9999 113 165 110 PASS 0 45 SPC SPC 1 PASS 31.5 282 NA -9999 224 252 224 PASS 0 45 354 -327 THAO THAO
IC 1 PASS 31.8 304 NA -9999 162 219 152 PASS 0 45 SPC SPC 1 PASS 31.7 252 NA -9999 217 244 216 PASS 0 45 30.3 -28.9 Katlin Lionakis
IC 1 PASS 31.8 300 NA -9999 149 205 144 PASS 0 45 SPC SPC 1 PASS 31.4 288 NA -9999 224 250 223 PASS 0 45 279 -31.3 Katlin Lionakis
IC 1 PASS 31.8 345 NA -9999 154 211 145 PASS 0 45 SPC SPC 1 PASS 31.3 289 NA -9999 234 262 234 PASS 0 45 33.1 -33.3 Katlin Lionakis
IC 1 PASS 31.8 304 NA -9999 168 236 163 PASS 0 45 SPC SPC 1 PASS 31.2 293 NA -9999 223 249 222 PASS 0 45 36.7 -26.8 Katlin Lionakis
IC 1 PASS 31.7 346 NA -9999 110 155 105 PASS 0 45 SPC SPC 1 PASS 31.5 299 NA -9999 214 240 214 PASS 0 45 305 -21.1 Katlin Lionakis
IC 1 PASS 31.7 340 NA -9999 135 187 128 PASS 0 45 SPC SPC 1 PASS 31.5 286 NA -9899 225 251 225 PASS 0 45 39 -37.4 Katlin Lionakis
IC 1 PASS 31.3 302 NA -9999 104 144 98 PASS 0 45 SPC SPC 1 PASS 31.3 236 NA -9999 197 220 196 PASS 0 45 31.9 -33.6 Katlin Lionakis
IC 1 PASS 31.9 336 NA -9999 134 183 127 PASS 0 45 SPC SPC 1 PASS 31.6 300 NA -9999 204 230 204 PASS 0 45 30.9 -29.8 Katlin Lionakis
IC 1 PASS 31.8 311 NA -9999 136 191 130 PASS 0 45 SPC SPC 1 PASS 31.5 279 NA -9999 206 230 204 PASS 0 45 355 -35.9 Katlin Lionakis
IC 1 PASS 31.9 265 NA -9999 103 135 95 PASS 0 45 SPC SPC 1 PASS 328 191 NA -9899 199 223 199 PASS 0 45 289 -27.4 Katlin Lionakis
IC 1 PASS 31.6 330 NA -9999 159 225 153 PASS 0 45 SPC SPC 1 PASS 31.5 285 NA -9999 237 263 235 PASS 0 45 35.2 -23.7 THAO THAO
IC 1 PASS 31.7 316 NA -9999 166 230 157 PASS 0 45 SPC SPC 1 PASS 31.4 281 NA -9999 239 267 238 PASS 0 45 30.2 -27.7 THAO THAO
IC 1 PASS 31.9 275 NA -9999 167 237 162 PASS 0 45 SPC SPC 1 PASS 31.5 247 NA -9999 162 181 160 PASS 0 45 33.9 -26.3 THAO THAO
IC 1 PASS 31.8 312 NA -9999 172 236 164 PASS 0 45 SPC SPC 1 PASS 31.4 282 NA -9999 215 239 214 PASS 0 45 279 -26.5 THAO THAO
IC 1 PASS 31.7 351 NA -9993 137 193 130 PASS 0 45 SPC SPC 1 PASS 31.6 292 NA -9999 223 248 222 PASS 0 45 283 -27.2 THAO THAO
IC 1 PASS 31.6 339 NA -9999 123 172 118 PASS 0 45 SPC SPC 1 PASS 31.2 291 NA -9999 198 222 196 PASS 0 45 36.9 -27.2 THAO THAO
IC 1 PASS 32 284 NA -9999 141 202 137 PASS 0 45 SPC SPC 1 PASS 31.5 260 NA -9999 145 162 144 PASS 0 45 30.3 -28.1 THAO THAO
IC 1 PASS 31.7 324 NA -9999 171 230 161 PASS 0 45 SPC SPC 1 PASS 31.5 281 NA -9999 248 278 247 PASS 0 45 32 -304 THAO THAO
IC 1 PASS 31.8 286 NA -9999 134 188 126 PASS 0 45 SPC SPC 1 PASS 32.2 218 NA -9999 178 199 177 PASS 0 45 27.8 -23.8 THAO THAO
IC 1 PASS 324 219 NA -9999 179 257 173 PASS 0 45 SPC SPC 1 PASS 32.1 216 NA -9999 99 110 98 PASS 0 45 37 -29.3 THAO THAO
IC 1 PASS 31.7 305 NA -9999 137 195 131 PASS 0 45 SPC SPC 1 PASS 31.7 249 NA -9999 201 224 200 PASS 0 45 26 -23.5 Katlin Lionakis
IC 1 PASS 32 312 NA -9999 163 229 155 PASS 0 45 SPC SPC 1 PASS 31.7 276 NA -9999 238 266 236 PASS 0 45 32.8 -27.9 Katlin Lionakis
IC 1 PASS 32.1 288 NA -9999 176 250 172 PASS 0 45 SPC SPC 1 PASS 31.5 281 NA -9999 204 228 204 PASS 0 45 34.8 -26.8 Katlin Lionakis
IC 1 PASS 31.8 325 NA -9999 168 229 161 PASS 0 45 SPC SPC 1 PASS 31.5 298 NA -9999 265 295 263 PASS 0 45 36.9 -30.3 Katlin Lionakis
IC 1 PASS 31.8 344 NA -9999 135 194 129 PASS 0 45 SPC SPC 1 PASS 31.6 280 NA -9999 216 242 216 PASS 0 45 37.3 -30.3 Katlin Lionakis
IC 1 PASS 31.8 324 NA -9999 118 164 113 PASS 0 45 SPC SPC 1 PASS 32 273 NA -9999 182 204 181 PASS 0 45 316 -266 Katlin Lionakis
IC 1 PASS 32.2 308 NA -9999 135 187 130 PASS 0 45 SPC SPC 1 PASS 31.9 283 NA -9999 214 240 215 PASS 0 45 353 -30.3 Katlin Lionakis
IC 1 PASS 31.7 335 NA -9999 171 228 163 PASS 0 45 SPC SPC 1 PASS 31.4 296 NA -9999 265 297 264 PASS 0 45 327 -22.2 Katlin Lionakis
IC 1 PASS 31.8 336 NA -9999 148 204 140 PASS 0 45 SPC SPC 1 PASS 31.7 280 NA -9999 213 239 212 PASS 0 45 29.5 -29.1 Katlin Lionakis
IC 1 PASS 31.9 298 NA -9999 164 231 159 PASS 0 45 SPC SPC 1 PASS 31.4 287 NA -9999 228 255 226 PASS 0 45 35.3 -26.8 Katlin Lionakis
IC 1 PASS 32 308 NA -9999 137 186 131 PASS 0 45 SPC SPC 1 PASS 31.8 278 NA -9999 194 216 193 PASS 0 45 354 -30.2 THAO THAO
IC 1 PASS 31.5 328 NA -9999 128 184 124 PASS 0 45 SPC SPC 1 PASS 31.2 294 NA -9999 221 247 220 PASS 0 45 299 -31.9 THAO THAO
IC 1 PASS 31.6 350 NA -9999 135 185 128 PASS 0 45 SPC SPC 1 PASS 31.4 293 NA -9999 232 260 232 PASS 0 45 298 -30 THAOC THAO
IC 1 PASS 31.6 318 NA -9993 136 188 132 PASS 0 45 SPC SPC 1 PASS 31.3 291 NA -9999 212 238 212 PASS 0 45 27.3 -31.1 THAO THAO
IC 1 PASS 31.9 290 NA -9999 156 218 148 PASS 0 45 SPC SPC 1 PASS 31.5 276 NA -9999 235 262 232 PASS 0 45 36.5 -31.6 THAO THAO
IC 1 PASS 31.9 333 NA -9999 128 178 122 PASS 0 45 SPC SPC 1 PASS 31.7 276 NA -9999 223 250 222 PASS 0 45 31.4 -30.3 THAO THAO
IC 1 PASS 32 295 NA -9999 127 180 120 PASS 0 45 SPC SPC 1 PASS 31.8 252 NA -9999 207 233 206 PASS 0 45 29 -275 THAO THAO
IC 1 PASS 31.9 307 NA -9999 133 183 127 PASS 0 45 SPC SPC 1 PASS 31.7 272 NA -9999 201 224 200 PASS 0 45 349 -37.9 THAO THAO
IC 1 PASS 31.9 275 NA -9999 142 203 134 PASS 0 45 SPC SPC 1 PASS 32.3 208 NA -9999 183 204 181 PASS 0 45 31.8 -30.7 THAO THAO
IC 1 PASS 31.6 327 NA -9999 160 226 153 PASS 0 45 SPC SPC 1 PASS 31.4 288 NA -9999 284 317 283 PASS 0 45 321 -36.7 THAO THAO
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Part No.: GXTV-CE-10 ROBAL Product Testing Worksheet- Xpert TV US Document Number: D20618

Attachment 1

Batch No.: 1001413525 Rev: M
Effective: 01/29/2024

Cartridge No. (LSP): 21601 p.10f6
Xpert TV 1 082123MLD_1_1_01X 1987152047 21601 Positive Control 1 842465 210068339 6.8 2024-02-20T00:45:45-0800 Done TV DETECTED TV Target 1 POS 32.7 476 NA -9999 111 180 109
Xpert TV 1 082123MLD_1_1_02X 1987151289 21601 Positive Control 1 842465 909423 6.8 2024-02-20T00:45:20-0800 Done TV DETECTED TV Target 1 POS 326 512 NA -9989 84 154 94
Xpert TV 1 082123MLD_1_1_03X 1887152193 21601 Positive Control 1 842465 210094786 6.8 2024-02-20T00:44:57-0800 Done TV DETECTED TV Target 1 POS 32.6 492 NA -9998 101 162 100
Xpert TV 1 082123MLD_1_1_04X 1987151629 21601 Positive Control 1 842465 210071150 6.8 2024-02-20T00:44:32-0800 Done TV DETECTED TV Target 1 POS 32.3 514 NA -9999 100 158 100
Xpert TV 1 082123MLD_1_1_05X 1987152665 21601 Positive Control 1 842465 210026571 6.8 2024-02-20T00:43:41-0800 Done TV DETECTED TV Target 1 POS 32.4 550 NA -9999 91 149 90
Xpert TV 1 082123MLD_1_1_06+ 1987151158 21601 Positive Control 1 842465 210047034 6.8 2024-02-20T00:42:28-0800 Done TV DETECTED TV Target 1 POS 32.7 467 NA -9999 117 181 116
Xpert TV 1 082123MLD_1_1_07+ 1987152194 21601 Positive Control 1 842485 768353 6.8 2024-02-20T00:41:18-0800 Done TV DETECTED TV Target 1 POS 32.8 470 NA -8999 94 152 94
Xpert TV 1 082123MLD_1_1_08+ 1987151272 21601 Positive Control 1 842465 778408 6.8 2024-02-20T00:40:06-0800 Done TV DETECTED TV Target 1 POS 32.4 543 NA -9999 79 128 78
Xpert TV 1 082123MLD_1_1_09+ 1987152666 21601 Positive Control 1 842465 906085 6.8 2024-02-20700:38:49-0800 Done TV DETECTED TV Target 1 POS 325 523 NA -9998 78 126 77
Xpert TV 1 082123MLD_1_1_10+ 1987151490 21601 Positive Control 1 842465 706565 6.8 2024-02-20T00:38:25-0800 Done TV DETECTED TV Target 1 POS 327 476 NA -9999 89 143 89
Xpert TV 1 082123MLD_2_1_01x 1987153623 21601 Positive Control 1 842465 906285 6.8 2024-02-20T01:54:52-0800 Done TV DETECTED TV Target 1 POS 32.6 495 NA -9999 79 131 78
Xpert TV 1 082123MLD_2_1_02x 1987153469 21601 Positive Control 1 842465 687701 6.8 2024-02-20T01:54:28-0800 Done TV DETECTED TV Target 1 POS 32.9 431 NA -9999 90 142 89
Xpert TV 1 082123MLD_2_1_03x 1887152679 21601 Positive Control 1 842465 746033 6.8 2024-02-20T01:54:02-0800 Done TV DETECTED TV Target 1 POS 32.4 528 NA -9999 97 153 96
Xpert TV 1 082123MLD_2_1_04x 1987152677 21601 Positive Control 1 842465 210043269 6.8 2024-02-20T01:53:36-0800 Done TV DETECTED TV Target 1 POS 33 427 NA -9999 102 160 101
Xpert TV 1 082123MLD_2_1_05x 1987152667 21601 Positive Control 1 842465 906258 6.8 2024-02-20T01:53:11-0800 Done TV DETECTED TV Target 1 POS 32.4 532 NA -9999 79 128 78
Xpert TV 1 082123MLD_2_1_06+ 1987153412 21601 Positive Control 1 842465 210059836 6.8 2024-02-20T01:52:46-0800 Done TV DETECTED TV Target 1 POS 32.9 411 NA -8999 68 118 67
Xpert TV 1 082123MLD_2_1_07+ 1887153624 21601 Positive Control 1 842465 742539 6.8 2024-02-20T01:52:21-0800 Done TV DETECTED TV Target 1 POS 32.6 481 NA -G999 93 152 92
Xpert TV 1 082123MLD_2_1_08+ 1987153472 21601 Positive Control 1 842465 906096 6.8 2024-02-20T01:51:55-0800 Done TV DETECTED TV Target 1 POS 32.6 510 NA -9999 86 140 84
Xpert TV 1 082123MLD_2_1_09+ 1987152680 21601 Positive Control 1 842465 716780 6.8 2024-02-20T01:51:31-0800 Done TV DETECTED TV Target 1 POS 32.4 547 NA -9999 86 139 86
Xpert TV 1 082123MLD_2_1_10+ 1987152678 21601 Positive Control 1 842465 906088 6.8 2024-02-20T01:51:06-0800 Done TV DETECTED TV Target 1 POS 32.2 602 NA -9998 82 130 80
Xpert TV 1 082123MLD_3_1_01X 1987154877 21601 Positive Control 1 842465 906355 6.8 2024-02-20T03:44:27-0800 Done TV DETECTED TV Target 1 POS 32.4 548 NA -9999 95 154 94
Xpert TV 1 082123MLD_3_1_02X 1987154601 21601 Positive Control 1 842465 906354 6.8 2024-02-20T03:44.03-0800 Done TV DETECTED TV Target 1 POS 32.4 528 NA -9999 90 140 90
Xpert TV 1 082123MLD_3_1_03X 1987153667 21601 Positive Control 1 842465 906341 6.8 2024-02-20T03:43:39-0800 Done TV DETECTED TV Target 1 POS 32.6 494 NA -9999 86 138 85
Xpert TV 1 082123MLD_3_1_04X 1987153933 21601 Positive Control 1 842465 906340 6.8 2024-02-20T03:43:13-0800 Done TV DETECTED TV Target 1 POS 327 442 NA -9999 90 144 90
Xpert TV 1 082123MLD_3_1_05X 1987154051 21601 Positive Control 1 842465 905360 6.8 2024-02-20T03:42:47-0800 Done TV DETECTED TV Target 1 POS 33.3 369 NA -9999 82 136 82
Xpert TV 1 082123MLD_3_1_06+ 1987154692 21601 Positive Control 1 842465 210031188 6.8 2024-02-20T03:42:23-0800 Done TV DETECTED TV Target 1 POS 32.5 521 NA -9999 106 171 105
Xpert TV 1 082123MLD_3_1_07+ 1987153670 21601 Positive Control 1 842465 754234 6.8 2024-02-20T03:41:58-0800 Done TV DETECTED TV Target 1 POS 324 585 NA -9999 78 139 76
Xpert TV 1 082123MLD_3_1_08+ 1987154560 21601 Positive Control 1 842465 690168 6.8 2024-02-20703:41:32-0800 Done TV DETECTED TV Target 1 POS 32.5 509 NA -9999 115 180 114
Xpert TV 1 082123MLD_3_1_09+ 1987154936 21601 Positive Control 1 842465 906287 6.8 2024-02-20T03:41:06-0800 Done TV DETECTED TV Target 1 POS 327 429 NA -9999 81 134 81
Xpert TV 1 082123MLD_3_1_10+ 1987153878 21601 Positive Control 1 842465 210018790 6.8 2024-02-20T03:40:40-0800 Done TV DETECTED TV Target 1 POS 31.6 605 NA -9999 45 107 45
Xpert TV 1 082123MLD_4_1_01x 1987155851 21601 Positive Control 1 842465 210068339 6.8 2024-02-20T05:16:14-0800 Done TV DETECTED TV Target 1 POS 32.7 487 NA -9999 112 182 112
Xpert TV 1 082123MLD_4_1_02x 1987156305 21601 Positive Control 1 842465 793124 6.8 2024-02-20T05:15:48-0800 Done TV DETECTED TV Target 1 POS 33 430 NA -9999 97 162 97
Xpert TV 1 082123MLD_4_1_03x 1987156373 21601 Positive Control 1 842465 787892 6.8 2024-02-20T05:15:25-0800 Done TV DETECTED TV Target 1 POS 32.3 533 NA -9999 96 151 95
Xpert TV 1 082123MLD_4_1_04x 1987155657 21601 Positive Control 1 842465 909423 6.8 2024-02-20T05:15:00-0800 Done TV DETECTED TV Target 1 POS 32.3 562 NA -9999 102 164 101
Xpert TV 1 082123MLD_4_1_05x 1987156371 21601 Positive Control 1 842465 210094786 6.8 2024-02-20T05:14:37-0800 Done TV DETECTED TV Target 1 POS 325 516 NA -9999 93 151 92
Xpert TV 1 082123MLD_4_1_06+ 1987155480 21601 Positive Control 1 842465 210071150 6.8 2024-02-20705:14:11-0800 Done TV DETECTED TV Target 1 POS 33.1 401 NA -9999 99 163 99
Xpert TV 1 082123MLD_4_1_07+ 1987155846 21601 Positive Control 1 842465 210026571 6.8 2024-02-20T05:13:46-0800 Done TV DETECTED TV Target 1 POS 32.2 809 NA -9999 93 153 92
Xpert TV 1 082123MLD_4_1_08+ 1887155682 21601 Positive Control 1 842465 210047034 6.8 2024-02-20T05:13:22-0800 Done TV DETECTED TV Target 1 POS 32.6 484 NA -9999 129 196 128
Xpert TV 1 082123MLD_4_1_09+ 1987156332 21601 Positive Control 1 842465 768353 6.8 2024-02-20T05:12:56-0800 Done TV DETECTED TV Target 1 POS 32.8 401 NA -9999 100 164 99
Xpert TV 1 082123MLD_4_1_10+ 1987156306 21601 Positive Control 1 842465 778408 6.8 2024-02-20T05:12:31-0800 Done TV DETECTED TV Target 1 POS 32.8 470 NA -9999 73 120 72
Xpert TV 1 082123MLD_5_1_01x 1987156991 21601 Positive Control 1 842465 906105 6.8 2024-02-20T07:01:38-0800 Aborted ERROR TV Target 1 NO RESULT 0 O NA -9993 66 122 65
Xpert TV 1 082123MLD_5_1_02x 1987157745 21601 Positive Control 1 842465 906104 6.8 2024-02-20T07:01:14-0800 Done TV DETECTED TV Target 1 POS 32.3 603 NA -9999 74 127 73
Xpert TV 1 082123MLD_5_1_03x 1987157815 21601 Positive Control 1 842465 690480 6.8 2024-02-20T07:00:49-0800 Done TV DETECTED TV Target 1 POS 32.4 547 NA -9999 108 170 108
Xpert TV 1 082123MLD_5_1_04x 1987157295 21601 Positive Control 1 842465 780867 6.8 2024-02-20T07:00:23-0800 Done TV DETECTED TV Target 1 POS 32,2 589 NA -9999 89 142 88
Xpert TV 1 082123MLD_5_1_05x 1987157203 21601 Positive Control 1 842465 906101 6.8 2024-02-20T06:59:58-0800 Done TV DETECTED TV Target 1 POS 32.5 541 NA -89993 82 134 81
Xpert TV 1 082123MLD_5_1_06+ 1987157648 21601 Positive Control 1 842465 759776 6.8 2024-02-20T06:59:33-0800 Done TV DETECTED TV Target 1 POS 32.3 597 NA -9999 82 136 82
Xpert TV 1 082123MLD_5_1_07+ 1987157930 21601 Positive Control 1 842465 905924 6.8 2024-02-20T06:59:08-0800 Done TV DETECTED TV Target 1 POS 326 483 NA -8999 81 134 80
Xpert TV 1 082123MLD_5_1_08+ 1987157616 21601 Positive Control 1 842465 905915 6.8 2024-02-20T06:58:45-0800 Done TV DETECTED TV Target 1 POS 32.2 590 NA -9993 92 150 91
Xpert TV 1 082123MLD_5_1_09+ 1987156992 21601 Positive Controi 1 842465 773260 6.8 2024-02-20T06:58:21-0800 Done TV DETECTED TV Target 1 POS 327 500 NA -9999 94 150 93
Xpert TV 1 082123MLD_5_1_10+ 1987157140 21601 Positive Control 1 842465 879638 6.8 2024-02-20T06:57:55-0800 Done TV DETECTED TV Target 1 POS 32.3 581 NA -9993 99 160 99
Xpert TV 1 082123MLD_6_1_01x 1987158083 21601 Positive Control 1 842465 210068339 6.8 2024-02-20T08:07:53-0800 Done TV DETECTED TV Target 1 POS 32.4 535 NA -9998 105 175 104
Xpert TV 1 082123MLD_6_1_02x 1987158153 21601 Positive Control 1 842465 793124 6.8 2024-02-20T08:07:27-0800 Done TV DETECTED TV Target 1 POS 32.3 551 NA -9999 104 171 103
Xpert TV 1 082123MLD_6_1_03x 1887158369 21601 Positive Control 1 842465 787892 6.8 2024-02-20T08:07:03-0800 Done TV DETECTED TV Target 1 POS 32.4 523 NA -9999 98 155 97
Xpert TV 1 082123MLD_6_1_04x 1987158941 21601 Positive Control 1 842465 909423 6.8 2024-02-20T08:06:37-0800 Done TV DETECTED TV Target 1 POS 32.4 553 NA -9999 94 153 93
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Cartridge No. (LSP): 21601 p.20of 6
Xpert TV 1 082123MLD_6_1_05x 1987158841 21601 Positive Control 1 842465 210094786 6.8 2024-02-20708:06:13-0800 Done TV DETECTED TV Target 1 POS 32.6 509 NA -9999 96 156 96
Xpert TV 1 082123MLD_6_1_06+ 1987158082 21601 Positive Control 1 842465 210071150 6.8 2024-02-20T08:05:48-0800 Done TV DETECTED TV Target 1 POS 32.6 495 NA -9999 108 171 107
Xpert TV 1 082123MLD_6_1_07+ 1987158118 21601 Positive Control 1 842465 210026571 6.8 2024-02-20T08:05:21-0800 Done TV DETECTED TV Target 1 POS 32.6 501 NA -9998 78 135 78
Xpert TV 1 082123MLD_6_1_08+ 1987158276 21601 Positive Control 1 842465 210047034 6.8 2024-02-20T08:04:33-0800 Done TV DETECTED TV Target 1 POS 32.4 535 NA -9999 111 177 110
Xpert TV 1 082123MLD_6_1_09+ 1987158760 21601 Positive Control 1 842465 768353 6.8 2024-02-20T708:03:19-0800 Done TV DETECTED TV Target 1 POS 32.7 499 NA -9999 100 165 100
Xpert TV 1 082123MLD_6_1_10+ 1987159000 21601 Positive Control 1 842465 778408 6.8 2024-02-20T08:02:04-0800 Done TV DETECTED TV Target 1 POS 32.2 606 NA -9999 90 145 89
Xpert TV 1 082123MLD_7_1_01x 1987159905 21601 Positive Control 1 842465 210021684 6.8 2024-02-20T09:10:16-0800 Done TV DETECTED TV Target 1 POS 32.2 610 NA -9999 112 181 111
Xpert TV 1 082123MLD_7_1_02x 1987160019 21601 Positive Control 1 842465 906267 6.8 2024-02-20T709:09:52-0800 Done TV DETECTED TV Target 1 POS 321 622 NA -8999 83 136 82
Xpert TV 1 082123MLD_7_1_03x 1987160535 21601 Positive Control 1 842465 210031058 6.8 2024-02-20T09:09:27-0800 Done TV DETECTED TV Target 1 POS 32.3 575 NA -9999 93 152 92
Xpert TV 1 082123MLD_7_1_04x 1987160655 21601 Positive Control 1 842465 210068339 6.8 2024-02-20T09:09:02-0800 Done TV DETECTED TV Target 1 POS 32.4 552 NA -8999 111 184 110
Xpert TV 1 082123MLD_7_1_05x 1987159593 21601 Positive Control 1 842465 793124 6.8 2024-02-20T09:08:35-0800 Done TV DETECTED TV Target 1 POS 327 430 NA -9999 99 167 99
Xpert TV 1 082123MLD_7_1_06+ 1987159986 21601 Positive Control 1 842465 787892 6.8 2024-02-20T09:08:10-0800 Done TV DETECTED TV Target 1 POS 32.4 529 NA -9999 111 177 110
Xpert TV 1 082123MLD_7_1_07+ 1987160114 21601 Positive Control 1 842465 909423 6.8 2024-02-20T09:07:20-0800 Done TV DETECTED TV Target 1 POS 32.9 459 NA -9998 94 152 92
Xpert TV 1 082123MLD_7_1_08+ 1987160484 21601 Positive Control 1 842465 210094786 6.8 2024-02-20709:06:07-0800 Done TV DETECTED TV Target 1 POS 32.5 510 NA -9999 87 144 87
Xpert TV 1 082123MLD_7_1_09+ 1987160706 21601 Positive Control 1 842465 210071150 6.8 2024-02-20709:04:54-0800 Done TV DETECTED TV Target 1 POS 32.9 414 NA -9999 89 145 89
Xpert TV 1 082123MLD_7_1_10+ 1987159596 21601 Positive Control 1 842465 210026571 6.8 2024-02-20T709:04:04-0800 Done TV DETECTED TV Target 1 POS 32.8 457 NA -9999 90 148 89
Xpert TV 1 082123MLD_8_1_01x 1987161301 21601 Positive Control 1 842465 742539 6.8 2024-02-20T10:46:31-0800 Done TV DETECTED TV Target 1 POS 32.6 508 NA -9999 92 152 92
Xpert TV 1 082123MLD_8_1_02x 1987161457 21601 Positive Control 1 842465 906096 6.8 2024-02-20T10:46:08-0800 Done TV DETECTED TV Target 1 POS 327 475 NA -9999 72 121 71
Xpert TV 1 082123MLD_8_1_03x 1987161919 21601 Positive Control 1 842465 716780 6.8 2024-02-20T10:45:44-0800 Done TV DETECTED TV Target 1 POS 32.8 394 NA -8999 103 164 102
Xpert TV 1 082123MLD_8_1_04x 1987162017 21601 Positive Control 1 842465 906088 6.8 2024-02-20T10:45:18-0800 Done TV DETECTED TV Target 1 POS 32.5 490 NA -9989 78 127 78
Xpert TV 1 082123MLD_8_1_05x 1987162149 21601 Positive Control 1 842465 906085 6.8 2024-02-20T10:44:55-0800 Done TV DETECTED TV Target 1 POS 32.5 531 NA -9999 74 121 73
Xpert TV 1 082123MLD_8_1_06+ 1987161942 21601 Positive Control 1 842465 706565 6.8 2024-02-20T10:44:30-0800 Done TV DETECTED TV Target 1 POS 32.6 496 NA -9999 88 141 88
Xpert TV 1 082123MLD_8_1_07+ 1987162066 21601 Positive Control 1 842465 210072858 6.8 2024-02-20T10:44:06-0800 Done TV DETECTED TV Target 1 POS 32,4 534 NA -9999 101 160 100
Xpert TV 1 082123MLD_8_1_08+ 1987162182 21601 Positive Control 1 842465 906279 6.8 2024-02-20T10:43:43-0800 Done TV DETECTED TV Target 1 POS 32.5 531 NA -9999 82 142 82
Xpert TV 1 082123MLD_8_1_09+ 1987161378 21601 Positive Control 1 842465 749850 6.8 2024-02-20T10:43:20-0800 Done TV DETECTED TV Target 1 POS 32.5 524 NA -9999 101 165 100
Xpert TV 1 082123MLD_8_1_10+ 1987161512 21601 Positive Control 1 842465 906271 6.8 2024-02-20T10:42:55-0800 Done TV DETECTED TV Target 1 POS 32.3 558 NA -9998 76 121 75
Xpert TV 1 082123MLD_9_1_01x 1987162817 21601 Positive Control 1 842465 754234 6.8 2024-02-20712:05:33-0800 Done TV DETECTED TV Target 1 POS 32.2 830 NA -9998 76 140 76
Xpert TV 1 082123MLD_8_1_02x 1987162897 21601 Positive Control 1 842465 690168 6.8 2024-02-20712:05:09-0800 Done TV DETECTED TV Target 1 POS 33.2 453 NA -9999 94 152 94
Xpert TV 1 082123MLD_9_1_03x 1987163515 21601 Positive Control 1 842465 906287 6.8 2024-02-20712:04:43-0800 Done TV DETECTED TV Target 1 POS 32.3 554 NA -9999 95 151 94
Xpert TV 1 082123MLD_S_1_04x 1987163559 21601 Positive Control 1 842465 210018790 6.8 2024-02-20T12:04:17-0800 Done TV DETECTED TV Target 1 POS 31.8 564 NA -9999 48 114 47
Xpert TV 1 082123MLD_9_1_05x 1987162221 21601 Positive Control 1 842465 906285 6.8 2024-02-20712:03:51-0800 Done TV DETECTED TV Target 1 POS 32.8 469 NA -9999 83 137 83
Xpert TV 1 082123MLD_S_1_06+ 1987163536 21601 Positive Control 1 842465 687701 6.8 2024-02-20T12:03:25-0800 Done TV DETECTED TV Target 1 POS 32.2 569 NA -9999 89 145 89
Xpert TV 1 082123MLD_9_1_07+ 1987163614 21601 Positive Control 1 842465 746033 6.8 2024-02-20T12:02:59-0800 Done TV DETECTED TV Target 1 POS 32.4 541 NA -9999 100 159 100
Xpert TV 1 082123MLD_9_1_08+ 1987163022 21601 Positive Control 1 842465 210043269 6.8 2024-02-20T12:02:31-0800 Done TV DETECTED TV Target 1 POS 33.3 543 NA -9999 100 162 100
Xpert TV 1 082123MLD_9_1_09+ 1987162816 21601 Positive Control 1 842465 906258 6.8 2024-02-20T12:02:08-0800 Done TV DETECTED TV Target 1 POS 32.3 557 NA -9999 94 150 93
Xpert TV 1 082123MLD_9_1_10+ 1987162898 21601 Positive Control 1 842465 210059836 6.8 2024-02-20T12:01:43-0800 Done TV DETECTED TV Target 1 POS 32.2 607 NA -9998 92 155 92
Xpert TV 1 082123MLD_10_1_01x 1987163697 21601 Positive Control 1 842465 210068339 6.8 2024-02-20T13:26:54-0800 Done TV DETECTED TV Target 1 POS 32.4 543 NA -9999 113 184 111
Xpert TV 1 082123MLD_10_1_02x 1987163799 21601 Positive Control 1 842465 793124 6.8 2024-02-20T13:26:29-0800 Done TV DETECTED TV Target 1 POS 33.1 512 NA -9999 82 141 82
Xpert TV 1 082123MLD_10_1_03x 1987164073 21601 Positive Control 1 842465 787892 6.8 2024-02-20T13:26:04-0800 Done TV DETECTED TV Target 1 POS 32.6 496 NA -9999 105 169 104
Xpert TV 1 082123MLD_10_1_04x 1987164587 21601 Positive Control 1 842465 909423 6.8 2024-02-20T13:25:38-0800 Done TV DETECTED TV Target 1 POS 32.3 561 NA -9999 95 158 95
Xpert TV 1 082123MLD_10_1_05x 1987164549 21601 Positive Control 1 842465 210094786 6.8 2024-02-20T713:25:14-0800 Done TV DETECTED TV Target 1 POS 32.8 455 NA -9999 109 173 109
Xpert TV 1 082123MLD_10_1_06+ 1987163768 21601 Positive Control 1 842465 210071150 6.8 2024-02-20T13:24:49-0800 Done TV DETECTED TV Target 1 POS 32.6 510 NA -9999 106 164 105
Xpert TV 1 082123MLD_10_1_07+ 1987163910 21601 Positive Control 1 842465 210026571 6.8 2024-02-20T13:24:25-0800 Done TV DETECTED TV Target 1 POS 32.4 549 NA -9999 93 150 92
Xpert TV 1 082123MLD_10_1_08+ 1987163956 21601 Positive Control 1 842465 210047034 6.8 2024-02-20T13:24:00-0800 Done TV DETECTED TV Target 1 POS 32.4 525 NA -9998 112 178 111
Xpert TV 1 082123MLD_10_1_09+ 1987164432 21601 Positive Control 1 842465 768353 6.8 2024-02-20T13:23:34-0800 Done TV DETECTED TV Target 1 POS 32.3 567 NA -89999 112 176 112
Xpert TV 1 082123MLD_10_1_10+ 1987164704 21601 Positive Control 1 842465 778408 6.8 2024-02-20T713:23:08-0800 Done TV DETECTED TV Target 1 POS 32.5 538 NA -9999 86 139 85
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Cartridge No. (LSP): 21601 p.30of8
PASS 0 37 SAC IC 1 NA 31.8 230 NA -9999 169 242 165 PASS 0 37 SPC SPC 1 NA 31.4 240 NA -9999 230 257 229 PASS 0 37 509 -244
PASS 0 37 SAC IC 1 NA 32.1 224 NA -9999 169 233 163 PASS 0 37 SPC SPC 1 NA 31.5 245 NA -9999 239 266 238 PASS 0 37 43.8 -334
PASS 0 37 SAC IC 1 NA 32 232 NA -9999 154 221 148 PASS 0 37 SPC SPC 1 NA 31.5 241 NA -9999 229 255 229 PASS 0 37 46.8 -32.1
PASS 0 37 SAC IC 1 NA 31.4 244 NA -9999 118 167 114 PASS 0 37 SPC SPC 1 NA 30.6 255 NA -9999 195 216 194 PASS 0 37 406 -26.8
PASS 0 37 SAC IC 1 NA 32.2 218 NA -9999 133 188 130 PASS 0 37 SPC SPC 1 NA 31.5 253 NA -9999 201 225 201 PASS 0 37 354 -27.1
PASS 0 37 SAC IC 1 NA 32.2 222 NA -9999 172 235 164 PASS 0 37 SPC SPC 1 NA 31.5 244 NA -9999 247 276 246 PASS 0 37 321 -324

PASS 0 37 SAC IC 1 NA 32.4 218 NA -9999 140 198 132 PASS 0 37 SPC SPC 1 NA 31.6 240 NA -9999 229 257 228 PASS 0 37 37.3 -415 |

PASS 0 37 SAC IC 1 NA 31.9 231 NA -9999 142 201 138 PASS 0 37 SPC SPC 1 NA 31.5 246 NA -9999 210 236 210 PASS 0 37 38.8 -29.5
PASS 0 37 SAC IC 1 NA 32.3 205 NA -9999 142 191 136 PASS 0 37 SPC SPC 1 NA 31.4 250 NA -9999 185 207 184 PASS 0 37 36.6 -33.7
PASS 0 37 SAC IC 1 NA 32.3 226 NA -9999 100 144 97 PASS 0 37 SPC SPC 1 NA 31.6 245 NA -9999 191 214 191 PASS 0 37 455 -33.7
PASS 0 37 SAC IC 1 NA 31.7 252 NA -9999 144 196 134 PASS 0 37 SPC SPC 1 NA 31.7 237 NA -9999 217 242 215 PASS 0 37 352 -326
PASS 0 37 SAC IC 1 NA 32 231 NA -9999 126 174 120 PASS 0 37 SPC SPC 1 NA 31.5 238 NA -9999 205 229 205 PASS 0 37 38.5 -286
PASS 0 37 SAC IC 1 NA 32 229 NA -9999 152 209 146 PASS 0 37 SPC SPC 1 NA 31.5 240 NA -9999 226 252 225 PASS 0 37 524 -297
PASS 0 37 SAC IC 1 NA 32 223 NA -9999 159 220 153 PASS 0 37 SPC SPC 1 NA 31.6 245 NA -9999 206 230 205 PASS 0 37 424 -352
PASS 0 37 SAC IC 1 NA 32 230 NA -9998 115 157 109 PASS 0 37 SPC SPC 1 NA 31.4 238 NA -9999 193 217 194 PASS 0 37 448 -41.8
PASS 0 37 SAC IC 1 NA 32,1 211 NA -9999 115 163 106 PASS 0 37 SPC SPC 1 NA 32.2 184 NA -9999 187 208 186 PASS 0 37 30.7 -27.8
PASS 0 37 SAC IC 1 NA 32 238 NA -9999 128 183 122 PASS 0 37 SPC SPC 1 NA 31.6 233 NA -9999 223 250 222 PASS 0 37 421 -323
PASS 0 37 SAC IC 1 NA 32.1 243 NA -9998 137 194 129 PASS 0 37 SPC SPC 1 NA 31.5 252 NA -9999 220 246 219 PASS 0 37 31 -26.8
PASS 0 37 SAC IC 1 NA 32.1 222 NA -9999 145 204 140 PASS 0 37 SPC SPC 1 NA 31.6 243 NA -9999 213 238 213 PASS 0 37 40.8 -21.7
PASS 0 37 SAC IC 1 NA 31.6 253 NA -9999 134 192 131 PASS 0 37 SPC SPC 1 NA 31.7 249 NA -9999 220 246 219 PASS 0 37 474 -343
PASS 0 37 SAC IC 1 NA 32.3 211 NA -9999 152 211 145 PASS 0 37 SPC SPC 1 NA 31.5 250 NA -9999 241 269 238 PASS 0 37 30.5 -28.2
PASS 0 37 SAC IC 1 NA 31.9 245 NA -9999 127 172 120 PASS 0 37 SPC SPC 1 NA 31.7 238 NA -8999 212 238 211 PASS 0 37 39.1 -33.2
PASS 0 37 SAC IC 1 NA 32 235 NA -9999 130 181 122 PASS 0 37 SPC SPC 1 NA 31.7 234 NA -9999 214 239 212 PASS 0 37 332 -294
PASS 0 37 SAC IC 1 NA 31.5 230 NA -9999 141 194 134 PASS 0 37 SPC SPC 1 NA 31.5 232 NA -9999 209 233 208 PASS 0 37 40 -37.6
PASS 0 38 SAC IC 1 NA 32.2 191 NA -9999 146 212 139 PASS 0 38 SPC SPC 1 NA 32 197 NA -9999 161 179 160 PASS 0 38 356 -26
PASS 0 37 SAC IC 1 NA 31.8 229 NA -9999 159 228 152 PASS 0 37 SPC SPC 1 NA 31.4 244 NA -9999 282 314 280 PASS 0 37 385 -31.9
PASS 0 37 SAC IC 1 NA 32.1 213 NA -9999 172 237 166 PASS 0 37 SPC SPC 1 NA 31.7 238 NA -9999 226 250 224 PASS 0 37 354 -324
PASS 0 37 SAC IC 1 NA 32.7 159 NA -9999 167 227 162 PASS 0 37 SPC SPC 1 NA 31.6 233 NA -9999 239 266 238 PASS 0 37 33 -31.1
PASS 0 37 SAC IC 1 NA 31.9 207 NA -9999 128 179 120 PASS 0 37 SPC SPC 1 NA 31.4 215 NA -9999 178 200 177 PASS 0 37 43.9 -33.9
PASS 0 36 SAC IC 1 NA 31.7 210 NA -9999 147 203 141 PASS 0 36 SPC SPC 1 NA 31.4 219 NA -9999 213 238 212 PASS 0 36 394 -344
PASS 0 37 SAC IC 1 NA 32.1 237 NA -9999 155 222 151 PASS 0 37 SPC SPC 1 NA 31.8 233 NA -9999 227 253 226 PASS 0 37 37.4 -24.5
PASS 0 37 SAC IC 1 NA 32.1 211 NA -9999 164 226 154 PASS 0 37 SPC SPC 1 NA 31.7 227 NA -9999 210 234 209 PASS 0 37 37.3 -28.2
PASS 0 37 SAC IC 1 NA 32 216 NA -9999 153 210 147 PASS 0 37 SPC SPC 1 NA 31.4 251 NA -9999 214 239 213 PASS 0 37 26 -20.8
PASS 0 37 SAC IC 1 NA 31.5 246 NA -9999 170 233 162 PASS 0 37 SPC SPC 1 NA 31.5 250 NA -9999 234 260 233 PASS 0 37 36.1 -31.1
PASS 0 37 SAC IC 1 NA 32 242 NA -9999 134 192 127 PASS 0 37 SPC SPC 1 NA 31.7 236 NA -9999 214 238 213 PASS 0 37 33.6 -31.8
PASS 0 38 SAC IC 1 NA 32.3 175 NA -9999 118 167 112 PASS 0 38 SPC SPC 1 NA 31.6 217 NA -9899 109 121 108 PASS 0 38 40.3 -27.1
PASS 0 37 SAC IC 1 NA 31.9 231 NA -9999 136 192 133 PASS 0 37 SPC SPC 1 NA 31.3 256 NA -9999 215 239 214 PASS 0 37 37.3 -36.6
PASS 0 37 SAC IC 1 NA 32 234 NA -9998 177 240 168 PASS 0 37 SPC SPC 1 NA 31.2 262 NA -9999 256 287 256 PASS 0 37 36.7 -256
PASS 0 37 SAC IC 1 NA 32.1 200 NA -9999 163 228 153 PASS 0 37 SPC SPC 1 NA 31.7 223 NA -9999 163 182 162 PASS 0 37 38.1 -31.7
PASS 0 37 SAC IC 1 NA 32.3 207 NA -9999 139 195 134 PASS 0 37 SPC SPC 1 NA 32.1 211 NA -9999 217 242 215 PASS 0 37 352 -27.8
PASS 0 0 SAC IC 1 NO RESULT 0 0 NA -9999 131 185 125 PASS 0 0 SPC SPC 1 NO RESULT 0 ONA -9999 87 97 86 FAIL 0 0 41.8 -32.3
PASS 0 37 SAC IC 1 NA 31.6 247 NA -9999 120 169 114 PASS 0 37 SPC SPC 1 NA 31.4 246 NA -9999 203 228 202 PASS 0 37 30.9 -34.2
PASS 0 37 SAC IC 1 NA 31.4 288 NA -9999 157 221 149 PASS 0 37 SPC SPC 1 NA 31.3 267 NA -9999 255 287 256 PASS 0 37 32.8 -26.1
PASS 0 37 SAC IC 1 NA 31.9 241 NA -9999 122 174 116 PASS 0 37 SPC SPC 1 NA 31.3 257 NA -9999 202 227 201 PASS 0 37 33.3 -27.2
PASS 0 37 SAC IC 1 NA 32.1 241 NA -9999 118 167 112 PASS 0 37 SPC SPC 1 NA 31.6 245 NA -9999 219 246 219 PASS 0 37 65.3 -25.2
PASS 0 37 SAC IC 1 NA 31.9 256 NA -9999 126 172 120 PASS 0 37 SPC SPC 1 NA 31.5 252 NA -9999 219 246 219 PASS 0 37 34.2 -28.5
PASS 0 37 SAC IC 1 NA 32 219 NA -9999 119 168 113 PASS 0 37 SPC SPC 1 NA 31.6 224 NA -9999 227 255 227 PASS 0 37 29 -26.4
PASS 0 37 SAC IC 1 NA 32 236 NA -9999 128 181 122 PASS 0 37 SPC SPC 1 NA 31.5 245 NA -9999 214 240 212 PASS 0 37 42.1 -335
PASS 0 37 SAC IC 1 NA 31.5 294 NA -9999 113 159 107 PASS 0 37 SPC SPC 1 NA 31.7 243 NA -9999 228 255 228 PASS 0 37 37.6 -31.8
PASS 0 37 SAC IC 1 NA 31.9 235 NA -9999 153 218 148 PASS 0 37 SPC SPC 1 NA 31.3 250 NA -9999 241 270 241 PASS 0 37 29.9 -28.2
PASS 0 37 SAC IC 1 NA 32.1 219 NA -9999 148 211 143 PASS 0 37 SPC SPC 1 NA 31.4 237 NA -9999 221 246 220 PASS 0 37 321 -237
PASS 0 37 SAC IC 1 NA 31.6 234 NA -9999 170 235 161 PASS 0 37 SPC SPC 1 NA 31.3 246 NA -9999 233 260 232 PASS 0 37 329 -27.5
PASS 0 37 SAC IC 1 NA 31.8 222 NA -9999 155 217 149 PASS 0 37 SPC SPC 1 NA 31.4 240 NA -9989 215 239 213 PASS 0 37 38.9 -26.4
PASS 0 37 SAC IC 1 NA 32.1 230 NA -9999 157 217 149 PASS 0 37 SPC SPC 1 NA 31.5 247 NA -9999 230 256 228 PASS 0 37 314 -30.8
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PASS
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PASS
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0
0
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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

37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
38 SAC
37 SAC
36 SAC
37 SAC
37 SAC
37 SAC
38 SAC
37 SAC
37 SAC
37 SAC
38 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC
37 SAC

N T N U (T QU (P G\ G O G GG U G G QGGG QPO QPG P QPGPS

255 NA
223 NA
209 NA
227 NA
233 NA
224 NA
233 NA
257 NA
214 NA
231 NA
184 NA
218 NA
224 NA
252 NA
214 NA
215 NA
271 NA
227 NA
175 NA
226 NA
221 NA
249 NA
241 NA
205 NA
208 NA
246 NA
196 NA
172 NA
240 NA
197 NA
226 NA
225 NA
233 NA
251 NA
239 NA
237 NA
221 NA
216 NA
204 NA
234 NA
222 NA
255 NA
218 NA
223 NA
242 NA
214 NA

-9999
-9999
-9989
-9999
-9999
-9999
-8999
-99899
-8999
-9999
-9999
-9999
-8989
-9999
-9889
-9999
-9999
-9989
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9899
-8999
-8998
-9988
-8999
-9999
-8999
-9999
-9999
-9999
-9999
-9999
-8989
-8999
-9989
-9998
-9999
-9999
-9999
-9999
-9998

133 189
127 176
129 178
168 229
152 212
167 234
153 213
116 172
217 295
156 221
173 242
170 242
169 230
126 180
108 148
130 182
125 178
132 186
175 254
134 192
135 178
101 140
146 206
134 183
141 205
120 165
173 238
152 207
149 209
152 214
140 192
141 195
155 216
143 201
127 177
154 220
157 223
145 197
160 224
166 228
142 204
120 163
128 179
178 240
160 223
160 228
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126 PASS
121 PASS
124 PASS
159 PASS
143 PASS
162 PASS
147 PASS
109 PASS
207 PASS
149 PASS
164 PASS
164 PASS
160 PASS
118 PASS
102 PASS
125 PASS
120 PASS
123 PASS
171 PASS
129 PASS
128 PASS
96 PASS
140 PASS
127 PASS
138 PASS
114 PASS
167 PASS
148 PASS
142 PASS
145 PASS
133 PASS
134 PASS
149 PASS
138 PASS
121 PASS
147 PASS
148 PASS
136 PASS
154 PASS
158 PASS
135 PASS
114 PASS
124 PASS
168 PASS
152 PASS
165 PASS
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37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
38 SPC SPC 1 NA
37 SPC SPC 1 NA
36 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
38 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
38 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA
37 SPC SPC 1 NA

314
315

31.3
31.7
31.2
31.2
31.2
31.5
31.5
31.6
31.4
31.7
31.5
317
31.3
31.5
322
31.5
31.5
316
31.4
31.5
314
31.4
31.2
317
31.8
31.4
31.6
31.7
31.2
314
321
314
31.4
316
322
31.6
31.3
31.4
31.5
31.8
31.4
31.3
31.6

246 NA
248 NA
220 NA
249 NA
241 NA
259 NA
262 NA
246 NA
247 NA
236 NA
219 NA
256 NA
241 NA
228 NA
204 NA
246 NA
244 NA
214 NA
237 NA
229 NA
241 NA
244 NA
245 NA
240 NA
247 NA
253 NA
238 NA
220 NA
250 NA
222 NA
235 NA
247 NA
246 NA
243 NA
250 NA
243 NA
241 NA
200 NA
237 NA
251 NA
237 NA
246 NA
230 NA
238 NA
264 NA
243 NA

-9999
-9999
-9999
-9999
-9999
-8989
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9989
-9999
-9988
-9989
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9989
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9999
-9989
-9999
-9999
-99899
-9999
-9989
-9999

217
179
187
243
230
237
231
210
269
238
187
215
228
210
168
185
230
201
145
198
190
204
214
200
248
189
218
167
233
224
207
201
224
218
222
249
233
199
227
237
214
212
211
244
226
225
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242
200
220
273
259
266
257
235
298
265
209
240
253
235
188
218
258
225
163
221
213
228
239
225
277
211
244
187
261
252
233
225
250
244
248
278
258
223
254
264
240
237
235
273
253
252

217 PASS
178 PASS
196 PASS
242 PASS
230 PASS
237 PASS
230 PASS
208 PASS
268 PASS
237 PASS
186 PASS
213 PASS
226 PASS
209 PASS
167 PASS
185 PASS
230 PASS
200 PASS
145 PASS
196 PASS
189 PASS
204 PASS
214 PASS
199 PASS
247 PASS
188 PASS
218 PASS
167 PASS
232 PASS
224 PASS
206 PASS
201 PASS
223 PASS
217 PASS
220 PASS
248 PASS
231 PASS
198 PASS
226 PASS
236 PASS
214 PASS
210 PASS
210 PASS
244 PASS
226 PASS
224 PASS
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-25.5
-27.3
-30.1
-27.2
-33.3
-29.2
-25.8
-30.5
-27.6
-23.9
-27.4
-26.9
-28.4
-25.6
-26.4
-28.5
-31.6
-29.3
-21.4
277
-24.2

-31
-26.2
-25.5

-33
-29.2
-31.2
-28.1
-32.6
-29.7
-34.3
-29.4
-29.1
-35.1
-32.4
-33.1
-23.7
-27.4
-28.7
-32.1
-32.1
-22.6
-28.3
=271
-24.9
-27.6
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iris taylor

Error 5007: [SPC] probe check failed. Probe check vaiue of 97 for reading number 2 was below the minimum of 101 Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
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THAO THAO
THAO THAO
THAO THAO
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THAO THAO
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Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
THAO THAO
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THAO THAO
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THAO THAO
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THAO THAO
THAO THAO
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Katlin Lionakis

| Katlin Lionakis

‘ Katlin Lionakis
Katlin Lionakis
Katlin Lionakis
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THAO THAO
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e S A
4 (1) Input "Sample Size of Subgroup" and "Defects in Subgroup".
(2) Contact the Supervisor immediately if:
(a) the Blue Data Line is above the Red Control Line

j (b) the "Defects in Subgroup" value is displayed in Red
5 = A A Y TR AT N B M e " R

i i
Historical Defect Rate:

Default Sample Size:
Confidence:

5.0% \
4.0%

3.0% T —

Ll Al i
S le Si Defects .
ofaSn:J':);roluz: in sszcroup ROBAL In-Process Testing Chart
1 20 0 15.0% \
2 20 0 14.0% ‘
3 20 4} .
4 20 0 13.0% \ Blue Data Line
£ 2 ! 2 Py should stay below the
7 20 0 & "I Red Control Line
8 20 0 [ 10.0%
o 20 0 g 9.0% \
10 20 0 5 \
11 x o 8.0% \
12 AN & 70%
13 A4 Py . N\
14 ’\’\'/ E 6.0%
1+
E
£
3
]
<

2.0%

9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24

Sample Point

..]0_0_05x failed due to SPC bead in chamber 3, 0_0_06+ failed due to an Invalid. CA 2/20/2024

2/20/24
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Part No.: GXTV-CE-10
Batch No(s): 1001413525
Cartridge No. (LSP):21601

Lot Performance and Acceptance Criteria Summary Sheet

Instruction for Filling out Single Minor Failure Mode tab

LF! {applicable to US sites only):
at IPT: Fill in LFI # if investigation is initiated at IPT. If not, N/A cell [19.
at FQC: Fill in LFI # if investigation is initiated at FQC. If not, N/A cell 120.

1PT:
Column C: Fill in count of each of the Single Minos Failure Mode per grouping information in Column 8B from initial {PT data
Column D: If resampling is required per cell C38 or per major failure count in assay specific warksheet, fill in count of each of the Single Minor Failure Mode per grouping information in Column B from resampled IPT data. If resampling is not required, N/A
each cell,
Column E: Calculation will be done
FQc
Column F: Fill in count of each of the Single Minor Failure Mode per grouping information in Column B from initial FQC data. N/A each cell if FQC data is not required due to faifure at IPT.
Column G: C ion will be done at i 8
Column H: If resampling is required per cell G47, fill in count of each of the Single Minor Failure Mode per grouping information in Column B from resampled FQC data. !f resampting is not required, N/A each cell.
Column [ Calculation will be done automatically.
]
I LFI# I (@tiPT) | N/A ]
Worksheet for Max Count of Single Minor Failure Mode: | LFI# | (at FQC) | N/A 1
Single Minor Failure Initial Count Final Count Initial Count Initial Combined FQC Resampling
Mode Error Codes and/or Calis {IPT) R ple Count (IPT} (IPT) (FQC) (IPT+FQC) Count Final Total Count
Invalid (w/o error code)
Invalid (w/o error code) SPC Ct=0 (if apﬁlicable) 1 N/A 1 0 1 N/A 1
50071,
5003, 5004
Curve Fit Error 5005
(results equal to [nvalid) 5015, 5016 0 N/A 0 0 0 NIA 0
5007
5017
Probe Check Low 5019 1 N/A 1 0 1 N/A 1
5006
Probe Check High 5018 0 N/A 0 0 0 N/A 0
2037
CIT and SLD 5011 0 N/A 0 0 0 N/A 0
Pressure Abort or 2008
Max Pressure > 90 PS| Max Pressure > S0 (IPT only) 0 N/A 0 0 0 N/A 0
2086
2097
Sample Volume Adequacy |2125 0 N/A 0 0 0 N/A 0
Delamination Delamination 0 N/A [¢] Q 0 N/A 0
[ Max Count] 1
Max Acceptable: | 4 ] [ 10— ]
{Out of ) (210} (410) {270) (470)
Original IPT: Single Minor Failure Mode:] PASS ]
IPT: Original and Resample Combined: Single Minor Failure Mode:] ND |
| iPT + FQC Combined: Single Minor Failure Mode:| PASS |
[ IPT + FQC + ple Combined: Single Minor Failure Mode:| ND ]
L |
Comments: ]
RV 1 l 1¢ / 14
Refer to IPT D13152. KV 2/20/24
|PT Data Recorded By / Date: (i) _
!
FQC Data Recorded By / Date: K \’ 1/1 0/1‘,

2/ 2024
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Q. Start QC Data Analysis:

R. Is the total number of failures (not counting instrument errors) < 3? [ # of failures: | Yes LF1# N/A
Total number of failures for R = Minor & Major failures (Visual and Functional) 1 0 1 NCR# N/A

@ Yes: Continue analyzing the data in Section S
O No: An LFI ( No: An LF! (i applicable} or NCR/AO was initiated by Quality Control

S. Number of Major Functional Failures m TFI# NIA
Q If this number is O continue analyzing the data NCR# N/A

O If this number is 1, resampling may have been performed, see Section 7
© If this number is 2 2, an LF| (if applicabie) or NCR/AQ was initiated by Quality Control

T. Number of Major Visual Failures
@ I this number is O continue analyzing the data o
O I this number is 1, resampling may have been performed, see Section 8 N/A
O Ifthis number is 2 2, an NCR was initiated by Quality Control

U. Total number of Major Failures {Functional + Visual): E

@ If the total number of Major Failures (U = § + T) is < 1, continue on with the data analysis.
Q If Uis 2 2, Resampling may be required
O IfUis 2 4 an NCR was initiated by Quality Control [ NCR# I N/A
olf was not performed at In-process testing:
O If(E +U)is 2 OR 3: Resampling testing is required, see Section 7 OR 8.
O I (E +U)2 4, an NCR was initiated by Quality Control [ NCR# | N/A
alf testing with visual was performed at In- testing;
D HE+|+U is s 5, continue on with the data analysis
O fE+1+U is 2 B, an NCR was initiated by Quality Control [ NCR# | N/A
L only visual was performed at | testi
O fE +M+U is s 5, continue on with the data analysis
O HE+M+U is2 6, an NCR was initiated by Quality Control [ NCR# )| N/A

o
o
L

-
o)
L4

a

oot
o
-

If all of the above criteria in Section § have been met, the Lot meets the specification for QC testing. Proceed to Section 6.

6A. Lot y Results: No In-p orac pling performed NIA

Pass / Fail?
Total Number of Major & Minor Fallures {B+ R) [ 3 | <11 1 PASS ]

1otal Number of Major Faiures {E + U) [ ] 1 s1 T PASS

Max Count of Singie Minor Fallure Mode (out of 2/U) per “Single Minor Fatlure Mode” tab: [ 1 T 13 I PASS |
o Ifthe number is 7 or greater, resampling testing is required.Continue on Section 7,

6B. Lot Summary Results: If In-process resampling was performed N/A
Original + Resampling Results; Acceptance Criteria Pass / Fail?
I otat number of Major Failures (E + | + U}
) otai Number ot Major Visual Fallures (D + G+ T)or [0+ M+ T}
Max Count ot Single Minor Fallure Mode {out of 4/U) per "Single Minor Failure Mode™ tab:

i ali of the above criteria in Section 6 have been met, the Lot meets specification for {P and QC testing.

, -
[ -
7. QC Functional ling Testing Resuft
Note: Before any testing, confirm no il or visual was byl ess testing. testing for visuai and failures can only be one time
per Lot
[ testing was by In-p testing, do not perform any additional testing and Initiate an LFI. LFI% 1]
Resampling Results:
V. Number of cartndges that had a Major Functionat Fallure:
W. Number of cartridges that had a Major Visual Failure:
X. Emor Summary
Y. Total number of Major Failures (V + W)
2. Total number of Minor Fallures Acceptance Criteria Pass / Fail?
AA. Total number of Major + Minor Failures (Y + 2} { [ 1T <10 I PASS
Origina) + Resampling Results: Acceptance Criteria Pass/Fail?
RB. |otal number of Major Faifures (Y + U + E)
AC. | atal Number of Major Visual Fallures (D + T + W)
AL. Max Count ot Single Minor Fallure Mode (out of 4/U) per “Single Minor Failure Mode® tab:
If all of the above criteria in Section 7 have been met, the Lot meets the specification for In-process and QC testing.
8. QC Visual Resampling Testing Resuits:
Note: Before performing any resampling testing, conftrm no or visual was byl testing. testing for visual and fallures can oniy be performed one time
perlot.
I testing was by in-p testing, do not perform any additional inspection and Initiate an LFI. LFi# N

Resampling Resuits:

N AE. Number of cartrigges that had a Minor Visual Fallure: [:

AF. Number of cartridges that had a Malor Visual Failure:

Acceptance Criteria Pass / Fail?
lotal Number of Major & Minor Visual Failures [AE + AF} [ 0 <10 ] PASS
Total Resampling + Original Results: Acceptance Criteria Pass / Fail?
1otal Number of Major Visual Fallures (D + T + AF) [ [1] <5 ] PASS

¥ ali of the above criteria in Section 8 have been met, the Lot meets the specification for In-process and QC testing.

Pass / Faif?
Has this Lot met the release criteria per this document? [Pass i
Comments:

NIA

Recorded By / Date: H V 2‘/1'0/2-"‘
Reviewed By / Date: A’5($\ _dZD/ Z‘/

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: 2/20/2024 9:29 PM



. Testing Procedure Xpert TV_US Kit Release Testing Procedure and Worksheet Document Number: D20539

Kit Part # GXTV-CE-10 Effective: 10/1?/232(;
Kit Lot # 1001413525 p.10f3

A. Xpert TV US Kit Release Testing Procedure

State whether this record is for a retest (circle one): Yes @

If this record is for a retest, state day retest is being performed Same day as Different day from
(circle one): original test original test

1 Purpose
1.1 To describe the kit release testing procedures for the TV_US product. The kit release test results will be compared against specifications outlined in the
"SPECS" tab.

2 Reference Documents

2.1 DO0235 Procedures in Operations Laboratories and Areas

2.2 D1671 Reagent Laboratory Cleaning Procedure
| 2.3 D7885 Software Version for QC/WIP Testing and LSP
‘ 2.4 D6254 Laboratory Failure Investigation Procedure
‘ 2.5 D4053 QC Visual Inspection Process (Cepheid Solna Only)

2.6 DO0108 Identification, Evaluation, Disposition and Documentation of Nonconforming Product
| 2.7 D20618 Xpert TV US (Trichomonas) ROBAL In-Process Testing Procedure and Worksheet
| 3 Responsibilities
| 3.1 Product Transfer is responsible for updating this document.
‘ 3.2 QC is responsible for performing testing.

4 Precautions — Refer to D0235 and D1671 for details
4.1 Handle all control materials as biohazard and discard as such.
4.2 Use clean pipets that are free of nuclease contamination.
4.3 Always follow general nucleic-acid-free and nuclease-free procedures.
4.4 All materials used must be pre-qualified or accepted, except for the ones being tested in the experiment.

5§ Materials & Reagents
5.1 Vortexer, 50mL centrifuge tubes, calibrated Pipettes, aerosol filter pipette tips, ice
5.2 60 cartridges drawn across the ROBAL run will be required for testing.

Sample Part # Lot # Expiration Aliquotlyolume
Required
Xpert TV 10X Negative Cell Mix 500-2019 020124MZ 2/1/2027 2
Xpert TV 10X High Positive Cell Mix 500-2020 073123SAL 4/30/2024 2
- Xpert TV 10X Low Positive Cell Mix 500-2021 082123MLD 5/21/2024 2
Transport Buffer, Swab, Bulk, CT/NG 500-1514 1001411027 7/19/2024 50 mL.

Cepheid Confidential
Date Printed: 2/20/2024 9:30 PM
Confidential - Company Proprietary




Testing Procedure Xpert TV_US Kit Release Testing Procedure and Worksheet Bocument Number: D20539
Kit Part # GXTV-CE-10 ev:

Kit Lot # 1001413525

Effective: 10/13/2023
p.20f3

6 Cartridge Preparation
Obtain Xpert TV_US cartridges or kits sampled from the Packaging Assembly Line (PAL) per D20618.

6.1

6.2

6.3

7 Ge
74
7.2

7.3
74

7.5

Negatives

a. Label each of 20 cartridges with "Neg" and replicate number, (i.e. Neg-01, Neg-02)
b. Obtain 2 aliquots of Xpert TV_US 10X Negative Cell Mix.

c. Vortex aliquot for at least 10 seconds and briefly centrifuge the tube.

d. Open lid and check for delamination per section 8.

e. Mix 13.5 mL Swab Transport Reagent with 1.5 mL Xpert TV_US 10X Negative Cell Mix in a 50mL centrifuge tube; Vortex for at least 20 seconds.
f. Label this tube as the Negative Control sample.

g. Add 0.50 mL of the Negative Control sample to the Sample chamber for each of 20 cartridges. (see diagram).
h. Close the cartridge lids and start the test as per Section 7.

Low Positives

a. Label each of 20 cartridges with "LLP" and replicate number (i.e., LP-01, LP-02).
b. Obtain 2 aliquots of Xpert TV_US 10X Low Positive Cell Mix.

c. Vortex aliquot for at least 10 seconds and briefly centrifuge the tube.

d. Open lid and check for delamination per section 8.

e. Mix 13.5 mL Swab Transport Reagent with 1.5 mL Xpert TV_US 10X Low Positive Celi Mix in a 50mL centrifuge tube; Vortex for at least 20 seconds.
f. Label this tube as the Low Positive Control sample, and store on ice.

g. Add 0.50 mL of the Low Positive Control sample to the Sample chamber for each of the 20 cartridges.

h. Close the cartridge lids and start the test as per Section 7.

High Positives

a. Label each of 20 cartridges with "HP" and replicate number (i.e., HP-01, HP-02).

b. Obtain 2 aliquots of Xpert TV_US 10X High Positive Cell Mix.

c. Vortex aliquot for at least 10 seconds and briefly centrifuge the tube.

d. Open lid and check for delamination per section 8.

e. Mix 13.5 mL Swab Transport Reagent with 1.5 mL Xpert TV_US 10X High Positive Cell Mix in a 50mL centrifuge tube; Vortex for at least 20 seconds.
f. Label this tube as the High Positive Control sample, and store on ice.

g. Add 0.50 mL of the High Positive Control sample to the Sample chamber for each of the 20 cartridges.

h. Close the cartridge lids and start the test as per Section 7.

neXpert Testing
Open the correct version of the GeneXpert software. Refer to D7885 for this information.
The sample ID should contain the Reference Material Lot date of the run{(mmddyy), sample type, the test replicate, and the sampling point ID separated
An example would be "041614MR_093014_HP_1_2","041614MR_093074_LP_1_2", or "041614MR_093014 _Neg_1_2".
For replicates with delamination, the suffix *_DXX" should be added (XX=chimney location), An example would be 041614MR_093014_Neg 1 2_
on chimney 2A.

Note: if the entire sample name is too long to be inputed into the GX sample ID field, remove the leading Os from the Lot Number.
Note: Cartridges must be processed on the GX within 4 hours or less, once the samples are added. If the entire sample name is too long to be
inputted into the GX sample ID frield, remove the underscore between the date and sample type.

Scan the cartridge barcode and run the test with software as required per D7885.

Verify below whether the barcode scanning was successful. If it was not successful, STOP and notify a Supervisor. Count any cartridges that will not
scan as a 'Minor Visual Inspection Failure'.

Select the Test Type according to the following table:
Sample Test Type
[Negatives Negative Control 1
Low Positives Positive Control 1
High Positives Positive Control 2

Verify that the 2D barcodes were .read by the instrument (circie YES NO
one):
L OWEDT
b
8 Delamination b &/Q
a. Open the lid .
b. Check the chimneys for film seal (see picture for example of film seal in chimney) .

C.

9 Ea

If delamination is present, perform functional test according to sections 6 and 7 and follow analysis instructions as per the "Data Analysis Instructions” tab.
Refer to Section 7 to see how naming works for a cartridge with delamination.

uipment
Pipetté Information ) GeneXpert Information
Cepheid ID Cal. Due Date Cepheid ID Cal. Due Date
L5064 4/30/2024 L2783 8/31/2024
L5063 4/30/12024 L3577 6/30/2024
12684 7131/2024 L3838 2/28/2025

Cepheid Confidential
Date Printed: 2/20/2024 9:30 PM
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Comments:

Performed by:

Reviewed by:

Document Number: D20539
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Kit Part # GXTV-CE-10
Kit Lot # 1001413525

C. Exported Results

Negative Contrai 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Contral 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Controt 1
Negative Control 1
Negative Contro} 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Control 1
Negative Contro! 1
Negative Control 1
Negative Controt 1
Negative Control 1

Positive Control 1
Positive Control 1
Positive Control 1
Positive Centrot 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Controt 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Control 1
Positive Controt 1
Positive Control 1
Positive Controf 1
Positive Control 1
Positive Control 1

Positive Control 2
Positive Control 2
Positive Controt 2
Positive Controf 2
Positive Control 2
Positive Controf 2
Positive Control 2
Positive Controt 2
Positive Control 2
Positive Controf 2
Positive Controf 2
Positive Control 2
Positive Control 2
Positive Control 2
Positive Controf 2
Pasitive Controf 2
Positive Controt 2
Positive Control 2
Positive Control 2
Positive Control 2

Assay Assay Version Sample ID Cariridge S/N Reagent Lot ID Test Type
[Paste ali Negative ("Neg") data here (Rows 4-23).
Xpert TV 1 020124MZ_022024_Neg_01_1 1987153677 21601
Xpert TV 1 020124MZ_022024_Neg_02_1 1987155231 21601
Xpert TV 1 020124MZ_022024_Neg_03_2 1987152255 21601
Xpert TV 1 020124MZ_022024_Neg_04_2 1987151245 21601
Xpert TV 1 020124MZ_022024_Neg_05_2 1987152241 21601
Xpert TV 1 020124MZ_022024_Neg_06_3 1987158028 21601
Xpert TV 1 020124MZ_022024_Neg_07_3 1987157946 21601
Xpert TV 1 020124MZ_022024_Neg_08_3 1987157948 21601
Xpert TV 1 020124MZ_022024_Neg_09_4 1987156625 21601
Xpert TV 1 020124MZ_022024_Neg_10_4 1987156605 21601
Xpert TV 1 020124MZ_022024_Neg_11_4 1987156667 21601
Xpert TV 1 020124MZ_022024_Neg_12_5 1987162296 21601
Xpert TV 1 020124MZ_022024_Neg_13_5 1987162232 21601
Xpert TV 1 020124MZ_022024_Neg_14_5 19887162238 21601
Xpert TV 1 020124MZ_022024_Neg_15_6 1987163754 21601
Xpert TV 1 020124MZ_022024_Neg_16_6 1987163668 21601
Xpert TV 1 020124MZ_022024_Neg_17_6 1987163726 21601
Xpert TV 1 020124MZ_022024_Neg_18_7 1987160929 21601
Xpert TV 1 020124MZ_022024_Neg_19_7 1987160795 21601
Xpert TV 1 020124MZ_022024_Neg 20 7 1987160847 21601
[Paste all Low Positive Control ("LP") data here (Rows 25-44).
Xpert TV 1 082123MLD_022024_LP_01_1 1987163662 21601
Xpert TV 1 082123MLD_022024_LP_¢ 02 1 1987153791 21601
Xpert TV 1 082123MLD_022024_tP_03_1 1987153763 21601
Xpert TV 1 082123MLD_022024_LP_04_2 1987152243 21601
Xpert TV 1 082123MLD_022024_LP_05_2 1987151268 21601
| Xpert TV 1 082123MLD_022024_tP_06_2 1987151285 21601
‘ Xpert TV 1 082123MLD_022024_LP_07_3 1987158053 21601
Xpert TV 1 082123MLD_022024 LP_08_3 1987158023 21601
‘ Xpert TV 1 082123MLD_022024_LP_09_3 1987157985 21601
; Xpert TV 1 082123MLD_022024_LP_10_4 1987156594 21601
Xpert TV 1 082123MLD_022024_LP_11_4 1987156580 21601
Xpert TV 1 082123MLD_022024_LP_12_5 1987162313 21601
‘ Xpert TV 1 082123MLD_022024_LP_13_5 1987162261 21601
: Xpert TV 1 082123MLD_022024_LP_14_5 1987162217 21601
‘ Xpert TV 1 082123MLD_022024_LP_15_6 1987163747 21601
‘ Xpert TV 1 082123MLD_022024_LP_16_6 1987163751 21601
i Xpert TV 1 082123MLD_022024_LP_17_8& 1987163637 21601
Xpert TV 1 082123MLD_022024_LP_18_7 1987160815 21601
Xpert TV 1 082123MLD_022024_LP_19_7 1987160876 21601
‘ Xpert TV 1 082123MLD_022024_LP_20 7 1987160873 21601
|Paste all High Positive Control ("HP"} data here (Rows 46-65).
Xpert TV 1 073123SAL_022024_HP_01_1 1987153778 21601
Xpert TV 1 073123SAL_022024_HP_02_1 1987155110 21601
Xpert TV 1 073123SAL_022024_HP_03_1 1987155122 21601
Xpert TV 1 073123SAL_022024_HP_04_2 1987152204 21601
Xpert TV 1 073123SAL_022024 _HP_05_2 1987152354 21601
Xpert TV 1 073123SAL_022024_HP_06_2 1987151258 21601
Xpert TV 1 073123SAL_022024_HP_07_3 1987157979 21601
Xpert TV 1 073123SAL._022024_HP_08 3 1987158077 21601
} Xpert TV 1 073123SAL_022024_HP_09_3 1987158084 21601
\ Xpert TV 1 073123SAL_022024_HP_10_4 1987156619 218601
1 Xpert TV 1 073123SAL_022024_HP_11_4 1987156636 21601
Xpert TV 1 073123SAL_022024_HP_12_4 1987156532 21604
\ Xpert TV 1 073123SAL_022024_HP_13_5 1987162286 21601
| Xpert TV 1 073123SAL_022024_HP_14_5 1987162231 21601
| Xpert TV 1 073123SAL_022024_HP_15_6 1987163667 21601
Xpert TV 1 073123SAL._022024_HP_16_6 1987163724 21601
Xpert TV 1 073123SAL_022024_HP_17_6 1987163659 21601
Xpert TV 1 073123SAL_022024_HP_18_7 1987160934 21601
Xpert TV 1 073123SAL_022024_HP_19_7 1987160796 21601
Xpert TV 1 073123SAL_022024_HP_20 7 1987160830 21601

[Paste all data that were replaced by retest. Add rows as necessary.

NA

Comments:

(1114

B

Exported Results Xpert TV_US Kit Release Testing Procedure and Worksheet

Document Number: D20539

Rev: G

Effective: 10/13/2023

Instrument S/N Madule S/N S/W Version Start Time

110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603
110004603

110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867
110013867

847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921
847921

210052707
799483
678836
734743

2100160186
903488

210070976

210026207
646483

210026569

210071073

210052829

210030114
619949

210070978
769069

210026939

210068300
895778
736673

749685
210071811
210071812
210026596

721635

744796

746945
210097958

874658

645488

711313
210036034
210071561
210043557

614371
210072558

889459
210059587

756716

776009

908419
210059238
210046889
210053047

877778

907431
210044929
220002750
210039678
2100218661

703727

874936
210006976

807905

656353
210067909

739098

753780

655785

773451

6.8 2024-02-20T20:29:09-0800
6.8 2024-02-20720:28:43-0800
6.8 2024-02-20T20:28:18-0800
6.8 2024-02-20T20:27:50-0800
6.8 2024-02-20T20:27:25-0800
6.8 2024-02-20T20:27:01-0800
6.8 2024-02-20T20:26:37-0800
6.8 2024-02-20T20:26:13-0800
6.8 2024-02-20T20:25:47-0800
6.8 2024-02-20T20:25:26-0800
6.8 2024-02-20T20:25:00-0800
6.8 2024-02-20T20:24:36-0800
6.8 2024-02-20T20:24:13-0800
6.8 2024-02-20T20:23:49-0800
6.8 2024-02-20T20:23:26-0800
6.8 2024-02-20T20:23:01-0800
6.8 2024-02-20720:22:35-0800
6.8 2024-02-20T20:22:12-0800
6.8 2024-02-20T20:21:47-0800
6.8 2024-02-20T720:21:24-0800

6.8 2024-02-20T20:11:07-0800
6.8 2024-02-20720:10:44-0800
6.8 2024-02-20720:10:19-0800
6.8 2024-02-20T20:09:51-0800
6.8 2024-02-20720:09:28-0800
6.8 2024-02-20T20:09:03-0800
6.8 2024-02-20T720:08:38-0800
6.8 2024-02-20T20:08:12-0800
6.8 2024-02-20T20:07:46-0800
6.8 2024-02-20T20:07:21-0800
6.8 2024-02-20720:06:57-0800
6.8 2024-02-20T720:06:31-0800
6.8 2024-02-20T720.06:05-0800
6.8 2024-02-20T20:05:38-0800
6.8 2024-02-20T20:05:14-0800
6.8 2024-02-20T20:04:49-0800
6.8 2024-02-20T20:04:23-0800
6.8 2024-02-20T20:03:58-0800
6.8 2024-02-20T20:03:36-0800
6.8 2024-02-20720:03.09-0800

6.8 2024-02-20T20:18:07-0800
6.8 2024-02-20T20:17:41-0800
6.8 2024-02-20T20:17:15-0800
6.8 2024-02-20T20:16:51-0800
6.8 2024-02-20T720:16:27-0800
6.8 2024-02-20T20:16:02-0800
6.8 2024-02-20T20:15:36-0800
6.8 2024-02-20720:15:11-0800
6.8 2024-02-20T20:14:45-0800
6.8 2024-02-20T20:14:19-0800
6.8 2024-02-20T20:13:55-0800
6.8 2024-02-20T20:13:30-0800
6.8 2024-02-20T20:13:05-0800
6.8 2024-02-20T20:12:41-0800
6.8 2024-02-20T20:12:16-0800
6.8 2024-02-20T20:11:49-0800
6.8 2024-02-20T20:11:23-0800
6.8 2024-02-20T20:10:58-0800
6.8 2024-02-20720:10:32-0800
6.8 2024-02-20720:10.:07-0800

p.10of5

Status

Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done

Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done

Done
Done
Oone
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done
Done

Performed by: K V
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Exported Results Xpert TV_US Kit Release Testing Procedure and Worksheet Document Number: D20539

Kit Part # GXTV-CE-10 - Rev@
Kit Lot # 1001413525 Effective: 10/13/2023
. p.20f5
(LSS RS RN N A S5 G e Brget AT alyie R e i G R E o R TV E Tl Arge D4l ErC BB RN BEC ARP R BICRRES]
- _________ ___ ___ |
TV NOT DETECTED TV Target 1 NEG 0 -3NA -9999 79 129 78
TV NOT DETECTED TV Target 1 NEG 0 -5NA -9999 91 145 90
TV NOT DETECTED TV Target 1 NEG 0 -3NA -9999 104 166 104
TV NOT DETECTED TV Target 1 NEG 0 -4NA -9999 100 161 99
TV NOT DETECTED TV Target 1 NEG 0 -1NA -9999 104 167 102
TV NOT DETECTED TV Target 1 NEG 0 -5NA -9999 98 160 97
TV NOT DETECTED TV Target 1 NEG 0 -4NA -9999 90 151 89
TV NOT DETECTED TV Target 1 NEG 0 -8NA -9999 86 136 86
TV NOT DETECTED TV Target 1 NEG 0 -4NA -9999 81 135 81
TV NOT DETECTED TV Target 1 NEG 0 -2NA -9999 82 136 81
TV NOT DETECTED TV Target 1 NEG 0 -2NA -9999 101 160 100
TV NOT DETECTED TV Target 1 NEG 0 -8NA -9999 104 162 103
TV NOT DETECTED TV Target 1 NEG 0 -5NA -9999 9% 156 94
TV NOT DETECTED TV Target 1 NEG 0 7NA -9999 % 159 95
TV NOT DETECTED TV Target 1 NEG 0 -3NA -9999 91 142 90
TV NOT DETECTED TV Target 1 NEG 0 -7TNA -9999 90 143 89
TV NOT DETECTED TV Target 1°NEG 0 -5NA -9999 87 138 86
TV NOT DETECTED TV Target 1 NEG 0 -4NA -9999 86 139 86
TV NOT DETECTED TV Target 1 NEG 0 3NA -9999 92 149 91
TV NOT DETECTED . TV Target 1 NEG 0 -3NA -9999 94 154 93
TV DETECTED ™ Target 1 POS 31.8 461 NA -9999 100 163 99
TV DETECTED v Target 1 POS 326 400 NA -9999 88 141 87
TV DETECTED v Target 1 POS 321 573 NA -9999 87 144 88
TV DETECTED v Target 1 POS 322 567 NA -9999 88 140 88
TV DETECTED v Target 1 POS 327 463 NA -9999 59 122 59
TV DETECTED v Target 1 POS 328 335 NA -9999 94 156 94
TV DETECTED v Target 1 POS 322 589 NA -9999 91 152 91
TV DETECTED v Target 1 POS 322 579 NA -9999 105 170 104
TV DETECTED v Target 1 POS 324 507 NA -9999 85 140 83
TV DETECTED v Target 1 POS 322 583 NA -9999 94 152 94
TV DETECTED v Target 1 POS 324 810 NA -9999 116 189 15
TV DETECTED ™v Target 1 POS 324 535 NA -9999 o7 162 9%
TV DETECTED v Target 1 POS 323 553 NA -9999 104 167 104
TV DETECTED v Target 1 POS 324 526 NA -9999 100 163 100
TV DETECTED v Target 1 POS 33 439 NA -9999 104 169 104
TV DETECTED v Target 1 POS 325 517 NA -9999 99 158 97
TV DETECTED v Target 1 POS 324 505 NA -9999 101 168 102
TV DETECTED v Target 1 POS 323 557 NA -9999 105 171 103
TV DETECTED v Target 1 POS 32 452 NA -9999 89 145 89
TV DETECTED v Target 1 POS 321 624 NA -9999 117 . 186 116
TV DETECTED v Target 1 POS 27 665 NA -9999 105 165 104
TV DETECTED v Target 1 POS 269 456 NA -9999 105 168 104
TV DETECTED v Target 1 POS 268 460 NA -9999 100 159 100
TV DETECTED v Target 1 POS 27 440 NA -9999 104 167 103
TV DETECTED v Target 1 POS 272 634 NA -9999 %0 147 90
TV DETECTED v Target 1POS - 267 498 NA -9999 99 160 98
TV DETECTED v Target 1 POS 271 640 NA -9999 104 167 103
TV DETECTED v Target 1 POS 27 454 NA -9999 93 151 92
TV DETECTED v Target 1 POS 268 511 NA -9999 69 136 68
TV DETECTED v Target 1 POS 272 578 NA -9999 119 180 118
TV DETECTED v Target 1 POS 269 452 NA -9999 109 175 109
TV DETECTED ™v Target 1 POS 27 483 NA -9999 64 125 62
TV DETECTED v Target 1 POS 269 449 NA -9999 106 169 105
TV DETECTED v Target 1 POS 271 631 NA -9999 94 152 94
TV DETECTED v Target 1 POS 272 642 NA -9999 80 138 80
TV DETECTED v Target 1 POS 272 604 NA -9999 17 181 117
TV DETECTED v Target 1 POS 272 636 NA -9999 103 167 101
TV DETECTED v Target 1 POS 291 659 NA -9999 103 176 103
TV DETEGTED v Target 1 POS 271 647 NA -9999 103 162 102
TV DETECTED v Target 1 POS 268 488 NA -9999 93 150 92

Cepheid Confidential
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Exported Results Xpert TV_US Kit Release Testing Procedure and Worksheet Bocument Number. 020539
Kit Part # GXTV-CE-10 ev: G

! Effective: 10/13/2023
Kit Lot # 1001413525 p.30f§

Probe Check Result 2nd Deriv Peak Height Cycles Analyte Name Usage Target# Analyte Result Ct  EndPt Curve Fit Target Delta Ct Prb Chk 1 Prb Chk2 Prb Chk 3 Probe Check Result

PASS 0 45 SAC IC 1 PASS 314 280 NA -9999 140 189 132 PASS
PASS 0 45 SAC IC 1 PASS 313 323 NA -9999 137 193 132 PASS
PASS 0 45 SAC IC 1 PASS 315 272 NA -9999 150 209 147 PASS
PASS 0 45 SAC IC 1 PASS 312 341 NA -9999 17 169 112 PASS
PASS 0 45 SAC ic 1 PASS 31.5 300 NA -9999 158 221 152 PASS
PASS 0 45 SAC IC 1 PASS 313 336 NA -9999 139 193 132 PASS
PASS 0 45 SAC Ic 1 PASS 313 317 NA -9999 130 178 123 PASS
PASS 0 45 SAC IC 1 PASS 312 341 NA -9999 92 123 86 PASS
PASS 0 45 SAC IC 1 PASS 314 283 NA -9999 119 171 116 PASS
PASS 1] 45 SAC IC 1 PASS 314 334 NA -9999 110 158 105 PASS
PASS 0 45 SAC IC 1 PASS 315 323 NA -9999 128 181 123 PASS
PASS 4] 45 SAC Ic 1 PASS 314 280 NA -9999 164 219 158 PASS
PASS 1] 45 SAC ic 1 PASS 314 324 NA -9999 140 194 132 PASS
PASS 4] 45 SAC ic 1 PASS 31 308 NA -9999 134 193 130 PASS
PASS 0 45 SAC ic 1 PASS 313 318 NA -9999 136 192 130 PASS
PASS 0 45 SAC IC 1 PASS 315 320 NA -9999 143 198 136 PASS
PASS 0 45 SAC Ic 1 PASS 315 303 NA -8999 142 197 134 PASS
PASS 0 45 SAC ic 1 PASS 311 336 NA -9999 115 165 109 PASS
PASS 0 45 SAC ic 1 PASS 313 337 NA -9999 113 164 110 PASS
PASS 0 45 SAC IC 1 PASS 31.3 328 NA -9999 144 212 140 PASS
PASS 0 36 SAC Ic 1 NA 315 205 NA -9999 126 182 122 PASS
PASS 4] 37 SAC ic 1NA 315 220 NA -8999 109 1585 104 PASS
PASS 0 37 SAC Ic 1 NA 31.7 228 NA -9989 120 185 113 PASS
PASS 0 37 SAC jled 1 NA 316 256 NA -9999 104 151 101 PASS
PASS Q 37 SAC ic 1 NA 322 187 NA -9989 11 185 104 PASS
PASS 0 37 SAC IC 1 NA 318 182 NA -9989 101 147 97 PASS
PASS 0 37 SAC Ic 1 NA 317 231 NA -9989 128 185 124 PASS
PASS Q 37 SAC Ic 1 NA 318 254 NA -9999 149 204 142 PASS
PASS 0 37 SAC Ic 1NA 31.7 231 NA -9989 135 189 127 PASS
PASS Q 37 SAC ic 1 NA 315 244 NA -99g¢ 139 196 133 PASS
PASS 0 37 SAC Ic 1 NA 316 243 NA -9999 187 258 177 PASS
PASS 0 37 SAC Ic 1 NA 322 202 NA -999¢9 164 223 157 PASS
PASS 0 37 SAC IC 1 NA 318 248 NA -8989 141 197 133 PASS
PASS Q 37 SAC ic 1 NA 318 232 NA -999¢9 123 176 118 PASS
PASS 0 37 SAC IC 1 NA 328 186 NA -9999 153 211 147 PASS
PASS 0 37 SAC ic 1 NA 321 230 NA -8999 170 244 162 PASS
PASS 0 37 SAC ic 1 NA 319 215 NA -999¢ 168 234 161 PASS
PASS 0 37 SAC ic 1 NA 317 247 NA -9999 165 234 157 PASS
PASS 0 36 SAC IC 1 NA 31.7 224 NA -9999 136 186 128 PASS
PASS 0 37 SAC IC 1 NA 32.1 220 NA -9999 174 244 168 PASS
PASS 0 32 SAC IC 1 NA 0 32 NA -9999 151 210 143 PASS
PASS 0 31 SAC ic 1 NA 0 21 NA -9999 168 231 159 PASS
PASS 0 31 SAC ic 1 NA 0 21 NA -9998 120 165 115 PASS
PASS 0 31 SAC ic 1NA 0 25 NA -999¢ 133 190 128 PASS
PASS 0 32 SAC IC 1 NA 0 35 NA -9999 132 189 128 PASS
PASS 0 31 SAC led 1 NA 0 22 NA -9999 124 170 117 PASS
PASS 0 32 SAC ic 1 NA 317 47 NA -9999 143 197 134 PASS
PASS 0 31 SAC Ic 1 NA 0 18 NA -9999 122 172 117 PASS
PASS 0 31 SAC Ic 1 NA 0 19 NA -9999 156 218 150 PASS
PASS 0 32 SAC ic 1 NA 0 27 NA -9999 143 197 139 PASS
PASS 0 31 SAC ic 1 NA (] 22 NA -9999 171 244 164 PASS
PASS 0 31 SAC IC 1 NA 0 25 NA -9999 144 196 131 PASS
PASS 0 31 SAC Led 1 NA 0 19 NA -9999 152 214 147 PASS
PASS 0 32 SAC ic 1 NA 0 33 NA -9999 125 174 120 PASS
PASS 0 32 SAC led 1 NA 0 30 NA -8999 127 182 123 PASS
PASS 0 32 SAC IC 1 NA 0 35 NA -9999 145 198 137 PASS
PASS 0 32 SAC IC 1 NA 0 30 NA -9999 175 243 167 PASS
PASS 0 34 SAC IC 1 NA 32 105 NA -9999 174 245 170 PASS
PASS 0 32 SAC IC 1 NA 0 32 NA -9999 162 235 158 PASS
PASS 0 31 SAC IC 1 NA 0 20 NA -9999 138 197 131 PASS
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Exported Results
Kit Part # GXTV-CE-10
Kit Lot # 1001413525

Xpert TV_US Kit Release Testing Procedure and Worksheet

2nd Deriv Peak Height Cycles Analyte Name Usage Target# Analyte Result Ct  EndPt

0 45 SPC SPC 1 PASS 321 229

Q 45 SPC SPC 1 PASS 315 294

0 45 SPC SPC 1 PASS 311 283

0 45 SPC sPC 1 PASS 32 276

0 45 SPC SPC 1 PASS 316 275

0 45 SPC SPC 1 PASS 314 293

Q 45 SPC SPC 1 PASS 316 284

0 45 SPC SPC 1 PASS 316 283

] 45 SPC SPC 1 PASS 316 251

0 45 SPC SPC 1 PASS 315 282

Q 45 sSPC SPC 1 PASS 314 295

0 45 SPC SPC 1 PASS 31.2 292

0 45 SPC SPC 1 PASS 316 293

0 45 SPC SPC 1 PASS 31.2 282

/] 45 SPC SPC 1 PASS 314 272

Q 45 SPC SPC 1 PASS 32 279

0 45 SPC SPC 1 PASS 31.7 264

0 45 SPC SPC 1 PASS 314 263

0 45 SPC SPC 1 PASS 31.3 304

0 45 SPC SPC 1 PASS 314 295
. |

0 36 SPC SPC 1 NA 31.2 223

0 37 SPC SPC 1 NA 318 212

0 37 SPC SPC 1 NA 309 249

0 37 SPC SPC 1 NA 31.2 287

0 37 SPC SPC 1 NA 322 200

[} 37 SPC SPC 1 NA 316 211

0 37 SPC SPC 1 NA 314 238

| 0 37 SPC SPC 1 NA 31.3 250
‘ 0 37 sPC SPC 1 NA 316 222
| 0 37 SPC SPC 1 NA 317 238
1] 37 SPC SPC 1 NA 314 253

0 37 SPC SPC 1 NA 318 230

0 37 SPC SpPC 1 NA 314 239

} 0 37 SPC SPC 1 NA 316 240
‘ 0 37 SPC SPC 1 NA 32 23
: 0 37 SPC SPC 1 NA 316 237
| 0 37 SPC SPC 1 NA 316 214
0 37 SPC SPC 1 NA 314 240

0 36 SPC SPC 1 NA 313 223

0 37 SPC SPC 1 NA 315 246
. |

0 32 SPC SPC 1 NA 314 56

0 31 SPC SPC 1 NA 0 39

0 31 SPC SPC 1 NA 0 38

[} 31 SPC SPC 1 NA [¢] 30

0 32 SPC SPC 1 NA 313 63

a 31 SPC SPC 1 NA 0 38

0 32 sPC SPC 1 NA 315 54

0 31 SPC SPC 1 NA 0 31

0 31 SPC SPC 1 NA 0 31

0 32 SPC SPC 1 NA 315 51

0 3t SPC SPC 1 NA [¢] 29

1} 31 SPC SPC 1 NA 0 28

[} 31 SPC SPC 1 NA 0 34

0 32 sPC SPC 1 NA 315 51

] 32 SPC SPC 1 NA 316 50

0 32 SPC SPC 1 NA 313 58

4] 32 SPC SPC 1 NA 317 47

0 34 SPC SPC 1 NA 313 147

Q 32 SPC SPC 1 NA 3186 48

0 31 SPC SPC 1 NA 0 36
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Exported Results Xpert TV_US Kit Release Testing Procedure and Worksheet Document Number: 20533
Kit Part # GXTV-CE-10 ov.

! Effective: 10/13/2023
Kit Lot # 1001413525 p.50f5

Curve Fit Target DeltaCt Prb Chk 1 Prb Chk 2 Prb Chk 3 Probe Check Resuit 2nd Deriv Peak Height Cycles Max Pressure (PSI) Min Pressure (PSI) Error Patient ID

NA -9999 196 218 194 PASS Q 45 38.4 =277
NA -8999 213 240 213 PASS 0 45 41.9 -36.8
NA -9999 161 181 161 PASS 0 45 36.2 -29.2
NA -9999 175 196 174 PASS Q 45 41 -29.1
NA -8999 223 251 223 PASS 0 45 546 -35.1
NA -9999 224 250 223 PASS 0 45 305 -24.2
NA -9999 223 247 220 PASS 0 45 322 -26.1
NA -9999 172 193 172 PASS 0 45 29.3 -28.6
NA -9999 202 227 201 PASS 0 45 3 -29.5
NA -9999 195 216 184 PASS 0 45 403 -23.4
NA -9999 199 223 198 PASS 0 45 319 -26.9
NA -9999 213 237 211 PASS 0 45 308 -284
NA -9999 213 237 212 PASS 0 45 324 -311
NA -9999 238 265 237 PASS 0 45 30.2 -28.4
NA -9999 209 232 207 PASS 0 45 376 -27.8
NA -9999 234 262 234 PASS 0 45 318 -30.8
NA -9999 209 233 207 PASS 0 45 32.4 -24.4
NA -9999 180 201 179 PASS [ 45 278 -24.1
NA -8999 20t 225 200 PASS 0 45 321 -31.8
NA -9999 227 254 226 PASS 0 45 35.6 -28.6
NA -9999 223 249 221 PASS 0 36 421 -31.2
NA -8999 137 153 137 PASS 0 37 41.5 -28
NA -9999 164 184 163 PASS [ 37 336 =226
NA -8999 186 208 186 PASS 0 37 34.4 -34.1
NA -9999 144 162 143 PASS 0 37 44.8 -31.1
NA -9999 115 129 115 PASS ] 37 36 -38.4
NA -8999 212 238 212 PASS 0 37 358 -27.4
NA -9999 226 252 226 PASS 0 37 30 -28.3
NA -9999 202 224 201 PASS 0 37 343 -346
NA -9999 213 238 212 PASS 0 37 378 -26
NA -9999 262 292 261 PASS 0 37 374 -30.6
NA -9999 220 245 218 PASS 0 37 285 -29.2
NA -9999 230 257 230 PASS 0 37 33.5 -28.1
NA -9999 221 245 221 PASS 0 37 3358 -308
NA -9999 247 275 246 PASS 0 37 251 -26.9
NA -8999 211 233 209 PASS Q 37 3186 -28.5
NA -8999 205 230 205 PASS 0 37 23 -22.3
NA -9999 248 276 247 PASS 0 37 346 =317
NA -9999 258 289 258 PASS 0 36 353 -34.5
NA -9999 272 302 270 PASS 0 37 336 -21.5
NA -9999 224 249 223 PASS 0 32 375 -34.3
NA -9999 211 235 209 PASS 0 3 329 -30.7
NA -6999 204 228 202 PASS 0 3 30.2 -273 ‘
NA -9999 217 242 216 PASS 0 31 526 -35.3
NA -9999 170 191 170 PASS 0 32 458 -24.2
NA -9999 224 249 223 PASS 0 31 628 -48.3
NA -8999 238 266 238 PASS 0 32 343 277
NA -9999 211 235 209 PASS 0 31 317 -27.3
NA -8999 210 234 208 PASS 0 3 354 -29.9
NA -9999 219 244 218 PASS 0 32 386 -338
NA -9999 292 327 291 PASS 0 31 428 -32.1
NA -9999 219 246 215 PASS 0 31 39 -346
NA -9999 236 263 235 PASS 0 31 34 -29.3
NA -9999 215 241 214 PASS 0 32 331 -33.7
NA -9999 212 238 212 PASS 0 32 34.9 -34.5
NA -9999 217 242 216 PASS 0 32 274 -294
NA -9999 262 292 261 PASS 0 32 356 -29
NA -9999 235 263 234 PASS 0 34 365 =251
NA -9999 251 280 250 PASS ] 32 33 -314
NA -9999 213 239 213 PASS 0 31 324 -24.9
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Kit Release
Kit Part # GXTV-CE-10
Kit Lot # 1001413525

D. Kit Release

Xpert TV_US Kit Release Testing Procedure and Worksheet

Document Number: D20539
Rev: G

Effective: 10/13/2023
p.10f4

Section 1 - Results

Table D.1 - Negative Sample

State whether retest was performed (circie one):

YES

Sample ID Status Test Result Error PTSPS"I?L:IEL
020124MZ_022024_Neg_01_1 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_02_1 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_03_2 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_04_2 Done TV NOT DETECTED (No Errony PASS
020124MZ_022024_Neg_05_2 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_06_3 Done TV NOT DETECTED (No Ervory PASS
020124MZ_022024_Neg_07_3 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_08_3 Done TV NOT DETECTED (No Erron) PASS
020124M7_022024_Neg_09_4 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_10_4 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_11_4 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_12_5 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_13_5 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_14_5 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_15_6 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_16_6 Done TV NOT DETECTED (No Erron) PASS
020124MZ_022024_Neg_17_6 Daone TV NOT DETECTED (No Erran) PASS
020124M7_022024_Neg_18_7 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_19_7 Done TV NOT DETECTED (No Error) PASS
020124MZ_022024_Neg_20_7 Done TV NOT DETECTED (No Erron) PASS

Table D.2 - Low Positive Sample

Sample ID Status Test Result Error P?SPS"I(:::?L
082123MLD_022024_LP_01_1 Dore TV DETECTED (No Error) PASS
082123MLD_022024_LP_02_1 Done TV DETECTED (No Erran) PASS
082123MLD_022024_LP_03_1 Dene TV DETECTED (No Errar) PASS
082123MLD_022024_LP_04_2 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_05_2 Done TV DETECTED {No Error) PASS
082123MLD_022024_LP_06_2 Dane TV DETECTED (No Erron) PASS
082123MLD_022024_LP_07_3 Done TV DETECTED (No Error) PASS
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Kit Release Xpert TV_US Kit Release Testing Procedure and Worksheet Document Number: 020539
Kit Part # GXTV-CE-10 ev:

v Kit Lot # 1001413525 Effective: 10/;?/22((:'23

082123MLD_022024_LP_08_3 Done TV DETECTED (No Eror) PASS )
082123MLD_022024_LP_09_3 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_10_4 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_11_4 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_12_5 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_13_5 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_14_5 Done TV DETECTED (No Errar) PASS
082123MLD_022024_LP_15_6 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_16_6 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_17_6 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_18_7 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_19_7 Done TV DETECTED (No Error) PASS
082123MLD_022024_LP_20_7 Done TV DETECTED (No Error) PASS
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Kit Release Xpert TV_US Kit Release Testing Procedure and Worksheet Bocument Number. B20539
Kit Part # GXTV-CE-10 ev:

Kit Lot # 1001413525 Effective: 10/;%22?2

Table D.3 High Positive Sample

Sample ID Status Test Result Error PTSPS";;:?L
073123SAL_022024_HP_01_1 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_02_1 Dane TV DETECTED (No Errar) PASS
073123SAL_022024_HP_03_1 Done TV DETECTED (Na Emor) PASS
073123SAL_022024_HP_04_2 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_05_2 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_06_2 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_07_3 Done TV DETECYED (No Error) PASS
0731238AL_022024_HP_08_3 Done TV DETECTED (No Erron) PASS
073123SAL_022024_HP_09_3 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_10_4 Done TV DETECTED (No Error) PASS
073123SAL_022024 HP_11_4 Done TV DETECTED (No Error) PASS
0731238AL_022024 HP_12_4 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_13_5 Done TV DETECTED (Na Error) PASS
073123SAL_022024_HP_14_5 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_15_6 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_16_6 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_17_6 Done TV DETECTED (No Errar) PASS
073123SAL_022024_HP_18_7 Dane TV DETECTED (No Error) PASS
073123SAL_022024_HP_19_7 Done TV DETECTED (No Error) PASS
073123SAL_022024_HP_20_7 Done TV DETECTED (No Error) PASS
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Kit Release Xpert TV_US Kit Release Testing Procedure and Worksheet Document Number: 020539
Kit Part # GXTV-CE-10 ev: G

. Effective: 10/13/2023
Kit Lot # 1001413525 p.dofa

Section 2 - Failure Analysis

a. Categorizing Failures

i. For each replicate that fails (column F in Tables D.1-D.3), identify the cause of the failure and tally below. List 0 if none exist in that
category.
ii. Use the Error column of Tables D.1-D.3 to help identify the cause of each failure.

False/Wrong Result (Major functional failure) -
include false positives from repeat testing

CIT Failures (Minor functional failure)

Signal Loss Detection Errors (Minor functional failure)

Probe Check Failures (Minor functional failure)

Invalid (Minor functional failure)

Syringe Pressure Aborts - Error 2008 (Minor functional failure)

Delamination (Minor functional failure)

Instrument-Related Failure i.e. temperature, syringe motion, valve errors (not tabulated as a Major or Minor Failure)

Major Visual Inspection Failures (Any of incomrect lid configuration; incorrect information on the cartridge label (e.g.:
product name, Lot number, etc); no label on the cartridge; broken or cracked reaction tube; cartridge which shows
evidence of leaking fluid.

|- JEEEELLE

Minor Visual Inspection Failure (cartridge tabel that cannot be scanned; fluid or crystallization observed on the top or
the inside of cartridge lid; smeared film pouch print so that any of the label content is unreadable).

b. Follow instructions on the "Data Analysis Instructions” worksheet to determine action to be taken.

Comments:

o N/A
. W SPT Verifed
KV 2/2¢/2%4 SPT N/A

Performed by: H V Date: 2 [ZD[]_‘{
Reviewed by: A/:SL" Date: Q wz V{
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