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LUNA PLACE
THE TECHNOLOGY PARK
DUNDEE, Scotland
UNITED KINGDOM DD2 1XA

Name of Product(s)
10733001 Atellica IM Active-B12 (AB12)
10733002 Atellica IM Active-B12 (AB12) Quality Control
10733003 Atellica IM Active-B12 (AB 12) Master Curve Material
10732998 Atellica IM Anti-CCP (aCCP)
10732999 Atellica IM Anti-CCP (aCCP) Quality Control
10733000 Atellica IM Anti-CCP (aCCP) Master Curve Material
10733006 Atellica IM Erythropoietin (EPO)
10733008 Atellica IM Erythropoietin Quality Control Material(EPO QC)
10733004 Atellica IM Calcitonin (Calct)
10733005 Atellica IM Calcitonin Master Curve Material (Calct MCM)

Name of Manufacturer
Legal Manufacturer
Siemens Healthcare Diagnostics Inc.
511 Benedict Ave
Tarrytown, NY
USA 10591

Manufacturing Site
Siemens Healthcare Diagnostics Inc.
333 Coney Street
E Walpole, MA
USA 02032

Name of Product(s)
10995443 Atellica IM AFP MCM (master curve material)
10995441 Atellica IM Alpha Fetoprotein (AFP)
10995442 Atellica IM Alpha Fetoprotein (AFP)
10995458 Atellica IM Ancillary Probe Wash 1 (APW1)
10998580 Atellica IM Ancillary Probe Wash 3 (APW3)
11200558 Atellica IM Androstenedione (ANDRO)
11200557 Atellica IM Androstenedione Master Curve Material (ANDRO MCM)
10995597 Atellica IM AntiHepatitis B core Total (HBcT)
10995598 Atellica IM Anti-Hepatitis B core Total Quality Control (HBcT QC)
10995453 Atellica IM Anti-Hepatitis B surface Antigen 2 (aHBs2)
10995667 Atellica IM Anti-Hepatitis B surface Antigen 2 Master Curve Material (aHBs2 MCM)
10995454 Atellica IM Anti-Hepatitis B surface Antigen 2 Quality Control (aHBs2 QC)
10995462 Atellica IM Anti-Thyroglobulin (aTG)
10995461 Atellica IM Anti-Thyroglobulin (aTG)
10995463 Atellica IM Anti-Thyroglobulin Diluent (aTG DIL)
10995464 Atellica IM Anti-Thyroglobulin Master Curve Material (aTG MCM)
10995465 Atellica IM Anti-Thyroglobulin Quality Control (aTG QC)
10995466 Atellica IM Anti-Thyroid Peroxidase (aTPO)
10995467 Atellica IM Anti-Thyroid Peroxidase (aTPO)
10995468 Atellica IM Anti-Thyroid Peroxidase Diluent (aTPO DIL)
10995469 Atellica IM Anti-Thyroid Peroxidase Master Curve Material (aTPO MCM)
10995470 Atellica IM Anti-Thyroid Peroxidase Quality Control (aTPO QC)
10995477 Atellica IM BR 27.29 (BR)
10995478 Atellica IM BR 27.29 (BR)
10995515 Atellica IM BR 27.29 Calibrator (BR CAL)
10995479 Atellica IM BR 27.29 Master Curve Material (BR MCM)
10995480 Atellica IM BR 27.29 Pretreatment Reagent (BR PRE)

C t i t . z :

z003hx2u
Highlight



FDA U.S. FOOD & DRUG
ADMINISTRATION

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Certificate No. 218-10-2023
Certificate to Foreign Government - Name of Product(s) Attachment Page 3 of 6
11202699 Atellica IM BRAHMS Procalcitonin (PCT)
11202700 Atellica IM BRAHMS Procalcitonin Quality Control (PCT QC)
10998265 Atellica IM BRAHMS Procalcitonin Master Curve Material (PCT MCM)
10995471 Atellica IM B-Type Natriuretic Peptide (BNP)
10995472 Atellica IM B-Type Natriuretic Peptide (BNP)
10995473 Atellica IM B-Type Natriuretic Peptide Calibrator (BNP CAL)
10995474 Atellica IM B-Type Natriuretic Peptide Master Curve Material (BNP MCM)
10995475 Atellica IM B-Type Natriuretic Peptide Quality Control (BNP QC)
10995481 Atellica IM CA 12511 (CA 12511)
10995482 Atellica IM CA 12511 (CA 12511)
10995483 Atellica IM CA 12511 Calibrator (CA 12511 CAL)
10995484 Atellica IM CA 12511 Master Curve Material (CA 12511 MCM)
10995485 Atellica IM CA 15-3 (CA 15-3)
10995486 Atellica IM CA 15-3 (CA 15-3)
10995487 Atellica IM CA 15-3 Calibrator (CA 15-3 CAL)
10995488 Atellica IM CA 15-3 Master Curve Material (CA 15-3 MCM)
10995489 Atellica IM CA 19-9 (CA 19-9)
10995490 Atellica IM CA 19-9 (CA 19-9)
10995491 Atellica IM CA 19-9 Diluent (CA 19-9 DIL)
10995492 Atellica IM CA 19-9 Master Curve Material (CA 19-9 MCM)
10995493 Atellica IM Calibrator 1 (CAL 1)
10995495 Atellica IM Calibrator 30 (CAL 30)
10995496 Atellica IM Calibrator 30 (CAL 30)
10995497 Atellica IM Calibrator 80 (CAL 80)
10995500 Atellica IM Calibrator A (CAL A)
10995501 Atellica IM Calibrator A (CAL A)
10995503 Atellica IM Calibrator B (CAL B)
10995504 Atellica IM Calibrator B (CAL B)
10995506 Atellica IM Calibrator C (CAL C)
10995507 Atellica IM Calibrator C (CAL C)
10995509 Atellica IM Calibrator D (CAL D)
10995510 Atellica IM Calibrator D (CAL D)
10995512 Atellica IM Calibrator E (CAL E)
10995513 Atellica IM Calibrator E (CAL E)
10995516 Atellica IM Calibrator O (CAL O)
10995517 Atellica IM Calibrator Q (CAL Q)
10995518 Atellica IM Calibrator Q (CAL Q)
10995519 Atellica IM Calibrator U (CAL U)
10995520 Atellica IM Calibrator Y (CAL Y)
10995521 Atellica IM Calibrator Z (CAL Z)
10995523 Atellica IM Carcinoembryonic Antigen (CEA)
10995524 Atellica IM Carcinoembryonic Antigen (CEA)
10995525 Atellica IM Carcinoembryonic Diluent (CEA DIL)
10995526 Atellica IM Carcinoembryonic Master Curve Material (CEA MCM)
10995544 Atellica IM Complexed ProstateSpecific Antigen (cPSA)
10995537 Atellica IM Cortisol (Cor)
10995538 Atellica IM Cortisol (Cor)
10995539 Atellica IM Cortisol Master Curve Material (Cor MCM)
10995540 Atellica IM Cortisol Urine Reconstitution Buffer
10995545 Atellica IM cPSA MCM (master curve material)
10995546 Atellica IM cPSA Pretreatment Reagent (cPSA PRE)
10995547 Atellica IM cPSA QC (quality control material)
10995530 Atellica IM Creatine Kinase MB (CKMB)
10995531 Atellica IM Creatine Kinase MB (CKMB)
10995532 Atellica IM Creatine Kinase MB Calibrator (CKMB CAL)
10995533 Atellica IM Creatine Kinase MB Diluent (CKMB DIL)
10995534 Atellica IM Creatine Kinase MB Master Curve Material (CKMB MCM)
10995552 Atellica IM CsA Pretreatment Reagent (CsA PRE)
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