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Republica Argentina - Poder Ejecutivo Nacional
Afio de la Grandeza Argentina

Certificado - Redaccion libre

Numero: CE-2026-105575670-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Jueves 29 de Octubre de 2026

Referencia: 1-0047-3110-000857-25-5

CERTIFICADO DE AUTORIZACION E INSCRIPCION
PRODUCTO MEDICO PARA DIAGNOSTICO IN VITRO

Expediente N° 1-0047-3110-000857-25-5

La Administracion Nacional de Medicamentos, Alimentosy Tecnologia Médica (ANMAT) certifica que de
acuerdo con lo solicitado por EXSA S.R.L. ; seautorizalainscripcion en el Registro Nacional de Productoresy
Productos de Tecnologia M édica (RPPTM), de un nuevo producto con |os siguientes datos identificatorios
caracteristicos:

DATOSIDENTIFICATORIOS CARACTERISTICOS

Nombre Descriptivo: Kit DUAL de reactivos para la determinacion de inmunosupresores en sangre entera/plasma
por LC/MS

Marca comercia: Eureka

Modelos:

L C75310 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS

L C75315 Immunosuppressants Dual kit in whole blood/plasma by LC/MS

SK 75310 Starter kit for Immunosuppressants in whole blood / plasmaby LC/MS

LC75311 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS - Mobile Phase M1



LC75321 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS - Mabile Phase M2
LC75016 Calibrator in whole blood for Immunosuppressants

LC75019 Control in whole blood for Immunosuppressants - Levels 1,2 and 3

LC75316 Calibrator for Mycophenolic Acid in plasma

LC75319 Control for Mycophenolic Acid in plasma- Levels 1,2 and 3

L C75130 Deuterated Internal Standard Mix Solution in whole blood

LC75230 Deuterated Internal Standard Solution in plasma

Indicacion/es de uso:
Producto médico para para la determinacion de inmunosupresores (Cyclosporine A, Mycophenolic Acid,
Tacrolimus, Sirolimusy Everolimus) en sangre entera/plasma por LC/M S para diagndstico clinico.

Forma de presentacion: :

L C75310 Immunosuppressants Dual kit in whole blood/plasma by LC/MS, 100 pruebas.
Componentes del kit (cada 100 pruebas):

Reagent A (Deproteinization Solution), 1 vialx35ml

Reagent B (Internal Standard Solution), 1 vialx400 |1

Reagent B1 (Internal Standard for Micophenolyc Acid), 1 vialx100

Reagent C (Lysing Solution 1), 1 vialx11 ml

Reagent D (Diluting Solution 2), 1vialx50ml

Reagent M1 (Mobile phase 1), 2 frascox500ml

Reagent M2 (Mobile phase 2), 1 frascox500ml

L C75315 Immunosuppressants Dual kit in whole blood/plasma by LC/MS, 500 pruebas.
Componentes del kit (cada 500 pruebas):

Reagent A (Deproteinization Solution), 1 vialx150ml

Reagent B (Internal Standard Solution), 1 vialx2000 |1

Reagent B1 (Internal Standard for Micophenolyc Acid), 1 vialx500

Reagent C (Lysing Solution 1), 1 vialx55ml

Reagent D (Diluting Solution 2), 1 vialx250ml

Reagent M1 (Mobile phase 1), 5 frascox500ml

Reagent M2 (Mobile phase 2), 5 frascox500ml

Consumibles:

SK 75310 Starter kit for Immunosuppressants in whole blood/plasma, unidad

LC75311 Immunosuppressants DUAL KIT in whole blood/plasma by LC/MS - Mobile Phase M1 4 vialesx500
mi

LC75321 Immunosuppressants DUAL KIT in whole blood/plasma by LC/MS - Mobile Phase M2 4 vialesx500
mi

LC75016 Calibrator in whole blood for Immunosuppressants; 7x2vialesx1 ml

LC75019 Control in whole blood for Immunosuppressants - Levels 1, 2 and 3; 3x5vialesx1ml
LC75316 Calibrator in plasmafor Mycophenolic Acid; 7x2vialesx1ml

LC75319 Control in plasmafor Mycophenolic Acid - Levels 1,2 and 3; 3x5vialesx1ml
LC75330 Deuterated Internal Standard Mix Solution in whole blood; 1 vialx400 |1
LC75230 Deuterated Internal Standard Solution in plasma; 1 vial x 100



Periodo de vida Util: LC75310 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS; 3 afios, conservar
a2~8°C.

L C75315 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS; 3 afios, conservar a 2~8°C.

SK75310 Starter kit for Immunosuppressants in whole blood / plasma by LC/MS; 6 meses, conservar a (-25)~(-
15)°C.

LC75311 Immunosuppressants Dual kit in whole blood/plasmaby LC/MS - Mobile Phase M1; 3 afios, conservar
a2~8°C.

LC75321 Immunosuppressants Dual kit in whole blood/plasma by LC/MS - Mobile Phase M2; 3 afios, conservar
a2~8°C.

LC75016 Calibrator in whole blood for Immunosuppressants; 3 afios, conservar a (-25)~(-15)°C.

LC75019 Control in whole blood for Immunosuppressants - Levels 1,2 and 3; 3 afos, conservar a (-25)~(-15)°C.
LC75316 Calibrator for Mycophenolic Acid in plasma; 3 afios, conservar a (-25)~(-15)°C.

LC75319 Control for Mycophenolic Acid in plasma- Levels 1,2 and 3; 3 afios, conservar a (-25)~(-15)°C.
LC75130 Deuterated Internal Standard Mix Solution in whole blood; 6 meses, conservar a (-25)~(-15)°C.

L C75230 Deuterated Internal Standard Solution in plasma; 6 meses, conservar a (-25)~(-15)°C.

Nombre del fabricante:
Eurekasrl - Lab Division

Lugar de elaboracion:
ViaEnrico Fermi, 25/ ViaM. D'Antona, 28 - 60033 Chiaravalle (AN), Italia.

Grupo de Riesgo: Grupo C

Condicion de uso: Uso profesional exclusivo

Se extiende el presente Certificado de Autorizacion e Inscripcion del PRODUCTO PARA DIAGNOSTICO IN
VITRO PM 1489-66 , con unavigencia de cinco (5) afios apartir de la fecha de la Disposicion autorizante.
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