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Customer Notification
PHC26-02.A.OUS

SIEMEHS

Healthineers’
• »• c» c

BCS XP System, CA-600 series, CS-2500 System, CS-5100 System, CN-3000 System, 
CN-6000 System

INNOVANCE D-Dimer - potential for intermittent INNOVANCE D-Dimer Control Results Outside , 
of Range

Date Issued March 2026

Products

Reagent

Siemens Material 
Number/

Unique Device 
Identification

Kit Lot 
Number

Manufacturing

Date

Expiration

Date

INNOVANCE D-Dimer

10445980/
00842768020117

03506, 03546, 
03534, 03467

24-Mar-2025 23-Mar-2027

10445979/
00842768006777 03448, 03533

10873851/
00630414640471

03500, 03449, 
03531

10873850/
00630414640235 03530, 03451

Issue Description

Customer Actions

testing, in accordance with the Quality Control section of the Instructions for Use, 
complete and return the Product Replacement Form attached to this letter to request no- 
charge replacement product from your local Siemens Healthineers or distributor office.

Siemens Healthineers has confirmed through the investigation of customer complaints and 
internal investigation the potential for intermittent invalid quality control (QC) results for 
INNOVANCE D-Dimer component lot 56xx60 (contained in the above-mentioned Kit Lot 
Numbers).

If QC results are not within the acceptable range initially perform repeartesting in accordance 
with the Quality Control section of the Instructions for Use.

When the INNOVANCE D-Dimer Control results are within the assigned range according to the 
Table of Assigned Value (TAV), patient results are not impacted and are valid for reporting.

The issue is isolated to INNOVANCE D-Dimer component lot 56xx60.

Siemens Healthineers is actively investigating the root cause of this issue.

For the product(s) listed in the table above, please perform the following steps:

• If QC results are within the acceptable range patient results can be reported.
• If QC results are not within the acceptable range and cannot be achieved upon repeat
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Please review your inventory of these products and assess your laboratory's replacement 
needs.

• Please retain this letter with your laboratory records and forward this letter to those who 
may have received the product.

Single Registration 
Number (SRN) DE-MF-00005039

We apologize for the inconvenience this situation may cause. If you have any questions, 
please contact your Siemens Healthineers Customer Care Center or your local Siemens 
Healthineers.technical support .representative.—---------—---------------- ----------------------—

Sincerely yours,

This letter was created electronically and is valid without signature.

i.V. Nils Neumann i.V. Thomas Scholz

Director Quality Systems & Compliance Marketing Manager Global Marketing

All trademarks are the property of their respective owners.

Siemens Healthineers
Siemens Healthcare Diagnostics Products GmbH 
Emil-von-Behring-Str. 76, 35041 Marburg, Germany 
siemens-healthineers.com



„*LoJi ^5jgl 03

0*3^ cA)!/

OjIa-oJ Sits'oS" ilK'Oly* JjicscJuaJ Jj>lj jlJuu Serial NO

638141 1404/09/10 10445979 D-Dimer (3x4ml) 150T 3 FA04080021771- 03448

638191 1404/09/11 Oil) 0ta>4S j&S (oliS" 10445979 D-Dimer (3x4ml) 150T 3 FA04080021771- 03448

638288 1404/09/12 <—LaajT 10445979 D-Dimer (3x4ml) 150T 50 FA04080021771- 03448

638794 1404/10/01 10445979 D-Dimer (3x4ml) 150T 5 FA04080021771-03448

638952 1404/10/07 10445979 D-Dimer (3x4ml) 150T 1 FA04080021771- 03448

638961 1404/10/08 10445979 D-Dimer (3x4ml) 150T 1 FA04080021771- 03448
639247 1404/10/21 UbjJLoj?cx> 10445979 D-Dimer (3x4ml) 150T 3 FA04080021771- 03448

639565 1404/11/08 tolj 06>>45 j&s (oli IS” 10445979 D-Dimer (3x4ml) 150T 2 FA04080021771- 03448

640261 1404/12/05 10445979 D-Dimer (3x4ml) 150T 1 FA04080021771- 03448
640447 1404/12/26 JiUd/Si )^^Laj O&JvjlojT 10445979 D-Dimer (3x4ml) 150T 3 FA04080021771- 03448
640549 1405/01/29 oSLsoUjT 10445979 D-Dimer (3x4ml) 150T JJlC 2 FA04080021771- 03448
640551 1405/01/29 oil) i50>j4S j?53 |olilS" 10445979 D-Dimer (3x4ml) 150T 4 FA04080021771-03448

640816 1405/02/05 10445979 D-Dimer (3x4ml) 150T OAt 3 FA04080021771- 03448
641198 1405/02/13 UjT c-3^vu 10445979 D-Dimer (3x4ml) 150T 2 FA04080021771- 03448
641577 1405/02/26 La>T cu5^vu 10445979 D-Dimer (3x4ml) 150T 10 FA04080021771- 03448
641938 1405/03/12 10445979 D-Dimer (3x4ml) 150T 1 FA04080021771- 03448
642287 1405/03/31 c_$-ajj 3 b G^uxjlojT 10445979 D-Dimer (3x4ml) 150T JJLt 2 FA04080021771- 03448
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10445979 D-Dimer (3x4ml) 150T 3 0 FA04080021771 1406/01/03 258 03448
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