Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

2025 - ANO DE LA RECONSTRUCCION DE LA

NACION ARGENTINA

CERTIFICADO DE AUTORIZACION DE MODIFICACION
PRODUCTO MEDICO PARA DIAGNOSTICO IN VITRO

N° rev: 118-7965#0002

El Instituto Nacional de Productos Médicos de la Administracion Nacional de Medicamentos,
Alimentos y Tecnologia Médica (ANMAT) certifica que de acuerdo con lo solicitado por
MEDICA-TEC S.R.L. , se autoriza la modificacion en el Registro Nacional de Productores y
Productos de Tecnologia Médica (RPPTM), del PM 118-7965 aprobado segun:

Disposicién autorizante N° 6138 de fecha 07 octubre 2013
Disposiciones modificatorias y revalidas N°: 4829/2014

2880/2017
9704/2019

TRAMITE 47051/2023

Del siguiente/s dato/s caracteristico/s:

DATO

IDENTIFICATO |DATO AUTORIZADO HASTA LA MODIFICACION/RECTIFICACION

RIO A FECHA AUTORIZADA

MODIFICAR
MIC TEST STRIP para pruebas de MIC TEST STRIP para pruebas de
sensibilidad a los sensibilidad a los
ANTIMICROBIANOS: ANTIMICROBIANOS:
MIC Test Strip AMIKACIN 0.016-256  |MIC Test Strip AMIKACIN 0.016-256
MIC Test Strip AMOXICILLIN 0.016-  |MIC Test Strip AMOXICILLIN 0.016-
256 256

Modelos

MIC Test Strip AMOXICILLIN-
CLAVULANIC ACID (2/1) 0.016-256
MIC Test Strip AMOXICILLIN-
CLAVULANIC ACID (2ug/ml) 0.016-
256

MIC Test Strip AMPICILLIN 0.016-256

MIC Test Strip AMOX/SULB (2/1)

MIC Test Strip AMOXICILLIN-
CLAVULANIC ACID (2/1) 0.016-256
MIC Test Strip AMOXICILLIN-
CLAVULANIC ACID (2ug/ml) 0.016-
256

MIC Test Strip AMPICILLIN 0.016-256
MIC Test Strip AMOX/SULB (2/1)
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0.016- 256

MIC Test Strip AMPICILLIN-
SULBACTAM (2/1)0.016-256

MIC Test Strip AMPICILLIN-
SULBACTAM (4ug/ml) 0.016-256

MIC Test Strip AZITHROMYCIN 0.016-
256

MIC Test Stip AZTREONAM 0.016-256
MIC Test Strip BACITRACIN 0.016-256
MIC Test Strip CEFACLOR 0.016-256
MIC Test Strip CEFEPIME 0.016-256
MIC Test Strip CEFEPIME 0.002-32
MIC Test Strip CEFIXIME 0.016-256
MIC Test Strip CEFOPERAZONE-
SULBACTAM (2/1)0.016-256

MIC Test Strip CEFOTAXIME 0.002 -
32

MIC Test Strip CEFOTAXIME 0.016 -
256

MIC Test Strip CEFOTETAN 0.016 -
256

MIC Test Strip CEFOXITIN 0.016 - 256
MIC Test Strip CEFPIROME 0.016 -
256

MIC Test Strip CEFPODOXIME 0.016 -
256

MIC Test Strip CEFTAROLINE 0.016-
256

MIC Test Strip CEFTAZIDIME 0.016 -
256

MIC Test Strip CEFTIZOXIME 0.002 -
32

MIC Test Strip CEFTRIAXONE 0.016 -
256

MIC Test Strip CEFTRIAXONE 0.002 -
32

MIC Test Strip CEFUROXIME 0.016 -
256

MIC Test Strip CEPHALOTHIN 0.016 -
256

MIC Test Strip CHLORAMPHENICOL
0.016 - 256

MIC Test Strip CIPROFLOXACIN
0.002 - 32

MIC Test Strip CLARITHROMYCIN
0.016-256

MIC Test Strip CLINDAMYCIN 0.016 -
256

MIC Test Strip CLOXACILLIN 0.016-
256

0.016- 256

MIC Test Strip AMPICILLIN-
SULBACTAM (2/1)0.016-256

MIC Test Strip AMPICILLIN-
SULBACTAM (4ug/ml) 0.016-256

MIC Test Strip AZITHROMYCIN 0.016-
256

MIC Test Stip AZTREONAM 0.016-256
MIC Test Strip BACITRACIN 0.016-256
MIC Test Strip CEFACLOR 0.016-256
MIC Test Strip CEFEPIME 0.016-256
MIC Test Strip CEFEPIME 0.002-32
MIC Test Strip CEFIXIME 0.016-256
MIC Test Strip CEFOPERAZONE-
SULBACTAM (2/1)0.016-256

MIC Test Strip CEFOTAXIME 0.002 -
32

MIC Test Strip CEFOTAXIME 0.016 -
256

MIC Test Strip CEFOTETAN 0.016 -
256

MIC Test Strip CEFOXITIN 0.016 - 256
MIC Test Strip CEFPIROME 0.016 -
256

MIC Test Strip CEFPODOXIME 0.016 -
256

MIC Test Strip CEFTAROLINE 0.016-
256

MIC Test Strip CEFTAZIDIME 0.016 -
256

MIC Test Strip CEFTIZOXIME 0.002 -
32

MIC Test Strip CEFTRIAXONE 0.016 -
256

MIC Test Strip CEFTRIAXONE 0.002 -
32

MIC Test Strip CEFUROXIME 0.016 -
256

MIC Test Strip CEPHALOTHIN 0.016 -
256

MIC Test Strip CHLORAMPHENICOL
0.016 - 256

MIC Test Strip CIPROFLOXACIN
0.002 - 32

MIC Test Strip CLARITHROMYCIN
0.016-256

MIC Test Strip CLINDAMYCIN 0.016 -
256

MIC Test Strip CLOXACILLIN 0.016-
256
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MIC Test Strip COLISTIN 0.016 - 256
MIC Test Strip COLISTIN 0.064 - 1024
MIC Test Strip DAPTOMYCIN ( incluye
CA2+)0.016 - 256

MIC Test Strip DORIPENEM 0.002 - 32
MIC Test Strip DOXYCYCLINE 0.016 -
256

MIC Test Strip ENROFLOXACIN 0.002
- 32

MIC Test Strip ERTAPENEM 0.002 -
32

MIC Test Strip ERYTHROMYCIN
0.016 - 256

MIC Test Strip FOSFOMYCIN (incluye
Giucose-6-phosphate)0.016 - 256

MIC Test Strip FOSFOMYCIN (incluye
Glucose-6-phosphate)0.064 - 1024
MIC Test Strip FUSIDIC ACID 0.016 -
256

MIC Test Strip GATIFLOXACIN 0.002 -
32

MIC Test Strip GEMIFLOXACIN 0.002
- 32

MIC Test Strip GENTAMICIN 0.016 -
256

MIC Test Strip GENTAMICIN 0.064 -
1024

MIC Test Strip IMIPENEM 0.002 - 32
MIC Test Strip KANAMYCIN 0.016 -
256

MIC Test Strip LEVOFLOXACIN 0.002
- 32

MIC Test Strip LINEZOLID 0.016 - 256
MIC Test Strip MECILLINAM 0.002 -
32

MIC Test Strip MEROPENEM 0.002 -
32

MIC Test Strip METRONIDAZOLE
0.016 - 256

MIC Test Strip MOXIFLOXACIN 0.002
- 32

MIC Test Strip MUPIROCIN 0.064 -
1024

MIC Test Strip MINOCYCLINE 0.016 -
256

MIC Test Strip NALIDIXIC ACID 0.016
- 256

MIC Test Strip NETILMICIN 0.016 -
256

MIC Test Strip NORFLOXACIN 0.016 -

MIC Test Strip COLISTIN 0.016 - 256
MIC Test Strip COLISTIN 0.064 - 1024
MIC Test Strip DAPTOMYCIN ( incluye
CA2+)0.016 - 256

MIC Test Strip DORIPENEM 0.002 - 32
MIC Test Strip DOXYCYCLINE 0.016 -
256

MIC Test Strip ENROFLOXACIN 0.002
-32

MIC Test Strip ERTAPENEM 0.002 -
32

MIC Test Strip ERYTHROMYCIN
0.016 - 256

MIC Test Strip FOSFOMYCIN (incluye
Giucose-6-phosphate)0.016 - 256

MIC Test Strip FOSFOMYCIN (incluye
Glucose-6-phosphate)0.064 - 1024
MIC Test Strip FUSIDIC ACID 0.016 -
256

MIC Test Strip GATIFLOXACIN 0.002 -
32

MIC Test Strip GEMIFLOXACIN 0.002
-32

MIC Test Strip GENTAMICIN 0.016 -
256

MIC Test Strip GENTAMICIN 0.064 -
1024

MIC Test Strip IMIPENEM 0.002 - 32
MIC Test Strip KANAMYCIN 0.016 -
256

MIC Test Strip LEVOFLOXACIN 0.002
-32

MIC Test Strip LINEZOLID 0.016 - 256
MIC Test Strip MECILLINAM 0.002 -
32

MIC Test Strip MEROPENEM 0.002 -
32

MIC Test Strip METRONIDAZOLE
0.016 - 256

MIC Test Strip MOXIFLOXACIN 0.002
-32

MIC Test Strip MUPIROCIN 0.064 -
1024

MIC Test Strip MINOCYCLINE 0.016 -
256

MIC Test Strip NALIDIXIC ACID 0.016
- 256

MIC Test Strip NETILMICIN 0.016 -
256

MIC Test Strip NORFLOXACIN 0.016 -
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256

MIC Test Strip NITROFURANTOIN
0.032-512

MIC Test Strip OFLOXACIN 0.002 - 32
MIC Test Strip OXACILLIN 0.016 - 256
MIC Test Strip PENICILLIN G 0.002 -
32

MIC Test Strip PENICILLIN G 0.016 -
256

MIC Test Strip PIPERACILLIN 0.016 -
256

MIC Test Strip PIPERACILLIN +
TAZOBACTAM (4ug/ml) 0.016 - 256
MIC Test Strip POLYMYXIN B 0.064 -
1024

MIC Test Strip QUINUPRISTIN-
DALFOPRISTIN 0.002 - 32

MIC Test Strip RIFAMPICIN 0.002 - 32
MIC Test Strip RIFAMPICIN 0.016 -
256

MIC Test Strip SPECTINOMYCIN
0.064 - 1024

MIC Test Strip SPIRAMYCIN 0.016-
256

MIC Test Strip STREPTOMYCIN 0.064
- 1024

MIC Test Strip SULBACTAM 0.016 -
256

MIC Test Strip SULFAMETHOXAZOLE
0.064 - 1024

MIC Test Strip TEICOPLANIN 0.016 -
256

MIC Test Strip TELAVANCIN 0.016-
256

MIC Test Strip TELAVANCIN 0.002-32
MIC Test Strip TEMOCILLIN 0.064 -
1024

MIC Test Strip TETRACYCLINE 0.016
- 256

MIC Test Strip TIAMULIN 0.002-32
MIC Test Strip TICARILLIN -
CLAVULANIC ACID (2ug/ml) 0.016 -
256

MIC Test Strip TIGECYCLIN 0.016 -
256

MIC Test Strip TILMICOSIN 0.002-32
MIC Test Strip TOBRAMYCIN 0.016 -
256

MIC Test Strip TOBRAMYCIN 0.064 -
1024

256

MIC Test Strip NITROFURANTOIN
0.032-512

MIC Test Strip OFLOXACIN 0.002 - 32
MIC Test Strip OXACILLIN 0.016 - 256
MIC Test Strip PENICILLIN G 0.002 -
32

MIC Test Strip PENICILLIN G 0.016 -
256

MIC Test Strip PIPERACILLIN 0.016 -
256

MIC Test Strip PIPERACILLIN +
TAZOBACTAM (4ug/ml) 0.016 - 256
MIC Test Strip POLYMYXIN B 0.064 -
1024

MIC Test Strip QUINUPRISTIN-
DALFOPRISTIN 0.002 - 32

MIC Test Strip RIFAMPICIN 0.002 - 32
MIC Test Strip RIFAMPICIN 0.016 -
256

MIC Test Strip SPECTINOMYCIN
0.064 - 1024

MIC Test Strip SPIRAMYCIN 0.016-
256

MIC Test Strip STREPTOMYCIN 0.064
- 1024

MIC Test Strip SULBACTAM 0.016 -
256

MIC Test Strip SULFAMETHOXAZOLE
0.064 - 1024

MIC Test Strip TEICOPLANIN 0.016 -
256

MIC Test Strip TELAVANCIN 0.016-
256

MIC Test Strip TELAVANCIN 0.002-32
MIC Test Strip TEMOCILLIN 0.064 -
1024

MIC Test Strip TETRACYCLINE 0.016
- 256

MIC Test Strip TIAMULIN 0.002-32
MIC Test Strip TICARILLIN -
CLAVULANIC ACID (2ug/ml) 0.016 -
256

MIC Test Strip TIGECYCLIN 0.016 -
256

MIC Test Strip TILMICOSIN 0.002-32
MIC Test Strip TOBRAMYCIN 0.016 -
256

MIC Test Strip TOBRAMYCIN 0.064 -
1024

Pagina 4 de 12

Pagi na 4 de 12

A

El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



MIC Test Strip TRIMETHOPRIM 0.002
- 32

MIC Test Strip TRIMETHOPRIM-
SULFAMETHOXAZOLE (1/19)0.002 -
32

MIC Test Strip VANCOMYCIN 0.016 -
256

MIC Test Strip AZTRONAM 0.064-
1024

MIC Test Strip CEFAZOLIN 0.016-256
MIC Test Strip CEFTAROLINE 0.002-
32

MIC Test Strip CEFTAZIDIME-
AVIBACTAM 0.016-256

MIC Test Strip CEFTIBUTEN 0.002-32
MIC Test Strip CEFTIZOXIME 0.016-
256

MIC Test Strip CEFTOBIPROLE 0.002-
32

MIC Test Strip CEFTOLOZANE —
TAZOBACTAM 0.016-256

MIC Test Strip DALBAVANCIN 0.002-
32

MIC Test Strip DELAFLOXACIN 0.002-
32

MIC Test Strip FOSMIDOMYCIN
0.016- 256

MIC Test Strip MECILLINAM 0.016-
256

MIC Test Strip PEFLOXACIN 0.016-
256

MIC Test Strip PLAZOMICIN 0.016-
256

MIC Test Strip SPIRAMYCIN 0.002-32
MIC Test Strip STREPTOMYCIN
0.016- 256

M | C Test Strip TEDIZOLID 0.002-32
MIC Test Strip TICARILLIN 0.016 —
256

MIC Test Strip Imipenem (IMI) 0.016-
256

MIC Test Strip Meropenem-
vaborbactam (M/V) 0.016-256

MIC Test Strip Meropenem(MRP)
0.016- 256

MIC Test Strip CEFIDEROCOL 0.016-
256

MIC Test Strip ERAVACYCLINE 0.002-
32

MIC Test Strip IMIPENEM-

MIC Test Strip TRIMETHOPRIM 0.002

-32

MIC Test Strip TRIMETHOPRIM-
SULFAMETHOXAZOLE (1/19)0.002 -
32

MIC Test Strip VANCOMYCIN 0.016 -
256

MIC Test Strip AZTRONAM 0.064-
1024

MIC Test Strip CEFAZOLIN 0.016-256
MIC Test Strip CEFTAROLINE 0.002-
32

MIC Test Strip CEFTAZIDIME-
AVIBACTAM 0.016-256

MIC Test Strip CEFTIBUTEN 0.002-32
MIC Test Strip CEFTIZOXIME 0.016-
256

MIC Test Strip CEFTOBIPROLE 0.002-
32

MIC Test Strip CEFTOLOZANE —
TAZOBACTAM 0.016-256

MIC Test Strip DALBAVANCIN 0.002-
32

MIC Test Strip DELAFLOXACIN 0.002-
32

MIC Test Strip FOSMIDOMYCIN
0.016- 256

MIC Test Strip MECILLINAM 0.016-
256

MIC Test Strip PEFLOXACIN 0.016-
256

MIC Test Strip PLAZOMICIN 0.016-
256

MIC Test Strip SPIRAMYCIN 0.002-32
MIC Test Strip STREPTOMYCIN
0.016- 256

M | C Test Strip TEDIZOLID 0.002-32
MIC Test Strip TICARILLIN 0.016 -
256

MIC Test Strip Imipenem (IMI) 0.016-
256

MIC Test Strip Meropenem-
vaborbactam (M/V) 0.016-256

MIC Test Strip Meropenem(MRP)
0.016- 256

MIC Test Strip CEFIDEROCOL 0.016-
256

MIC Test Strip ERAVACYCLINE 0.002-
32

MIC Test Strip IMIPENEM-
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RELEBACTAM 0.002/4-32/4

MIC Test Strip LEFAMULIN 0.016-256
MIC Test Strip OMADACYCLINE
0.002-32 ug/mi

MIC TEST STRIP para las pruebas de
sensibilidad a los ANTIFUNGICOS :

MIC Test Strip AMPHOTERICIN B
0.002 - 32

MIC Test Strip ANIDULAFUNGIN
0.002 - 32

MIC Test Strip CASPOFUNGIN 0.002 -
32

MIC Test Strip FLUCONAZOLE 0.016 -
256

MIC Test Strip FLUCYTOSINE 0.002 -
32

MIC Test Strip INTRACONAZOLE
0.002 - 32

MIC Test Strip KETOCONAZOLE
0.002 - 32

MIC Test Strip MICAFUNGIN 0.002 -
32

MIC Test Strip POSACONAZOLE
0.002 - 32

MIC Test Strip VORICONAZOLE 0.002
-32

MIC Test Strip ISAVUCONAZOLE
0.002- 32

MIC TEST STRIP para las pruebas de
sensibilidad ANTIMICOBACTERIANA:
MIC Test Strip ETHAMBUTOL 0.016 -
256

MIC Test Strip ETHIONAMIDE 0.016 —
256

MIC Test Strip ISONIAZIDE 0.016 -
256

MIC TEST STRIP GRD : Deteccion de
Resistencia a Glicopéptidos:

MIC Test Strip VANCOMYCIN /
TEICOPLANIN 0.5-32/0.5-32

MIC TEST STRIP ESBL: Beta-
Lactamasa de espectro extendido:

RELEBACTAM 0.002/4-32/4

MIC Test Strip LEFAMULIN 0.016-256
MIC Test Strip OMADACYCLINE
0.002-32 ug/ml

MIC TEST STRIP para las pruebas de
sensibilidad a los ANTIFUNGICOS :

MIC Test Strip AMPHOTERICIN B
0.002 - 32

MIC Test Strip ANIDULAFUNGIN
0.002 - 32

MIC Test Strip CASPOFUNGIN 0.002 -
32

MIC Test Strip FLUCONAZOLE 0.016 -
256

MIC Test Strip FLUCYTOSINE 0.002 -
32

MIC Test Strip INTRACONAZOLE
0.002 - 32

MIC Test Strip KETOCONAZOLE
0.002 - 32

MIC Test Strip MICAFUNGIN 0.002 -
32

MIC Test Strip POSACONAZOLE
0.002 - 32

MIC Test Strip VORICONAZOLE 0.002
- 32

MIC Test Strip ISAVUCONAZOLE
0.002- 32

MIC TEST STRIP para las pruebas de
sensibilidad ANTIMICOBACTERIANA:
MIC Test Strip ETHAMBUTOL 0.016 -
256

MIC Test Strip ETHIONAMIDE 0.016 —
256

MIC Test Strip ISONIAZIDE 0.016 -
256

MIC TEST STRIP GRD : Deteccién de
Resistencia a Glicopéptidos:

MIC Test Strip VANCOMYCIN /
TEICOPLANIN 0.5-32/0.5-32

MIC TEST STRIP ESBL: Beta-
Lactamasa de espectro extendido:
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MIC Test Strip
CEFEPIME/CEFEPIME+CLAVULANIC
ACID (4ug/ml) 0.25-16/0.064 - 4
MIC Test Strip
CEFOTAXIME/CEFOTAXIME+CLAVU
LANIC ACID(4ug/ml)0.25 - 16/ 0.016 -
1
MIC Test Strip
CEFTAZIDIME/CEFTAZIDIME+CLAVU
LANIC ACID (4ug/ml) 0.5 - 32/0.064 -
4

MIC TEST STRIP MBL: Metalo Beta-
Lactamasa:

MIC Test Strip IMIPENEM/IMIPENEM+
EDTA4-256/1-64

MIC Test Strip IMIPENEM/IMIPENEM+
EDTA 0.125-8 / 0.032-2

MIC Test Strip
MEROPENEM/MEROPENEM+ EDTA
0.125-8/0.032-2

MIC TEST STRIP AmpC: Deteccién de
AmpC :

MIC Test Strip
CEFOTETAN/CEFOTETAN+CLOXACI
LLINO0.5-32/0.5-32

MIC Test Strip
ERTAPENEM/ERTAPENEM
+CLOXACILLIN 0.125-8/0.032 -2

MIC TEST STRIP KPC: Para deteccion
de KPC :

MIC Test Strip MEROPENEM /
MEROPENEM + BORONIC ACID
0.125-8/0.032-2

MIC Test Strip ERTAPENEM /
ERTAPENEM + BORONIC ACID
0.125-8/0.032-2

MIC Test Strip
CEFEPIME/CEFEPIME+CLAVULANIC
ACID (4ug/ml) 0.25-16/0.064 - 4
MIC Test Strip
CEFOTAXIME/CEFOTAXIME+CLAVU
LANIC ACID(4ug/ml)0.25 - 16/ 0.016 -
1
MIC Test Strip
CEFTAZIDIME/CEFTAZIDIME+CLAVU
LANIC ACID (4ug/ml) 0.5-32/0.064 -
4

MIC TEST STRIP MBL: Metalo Beta-
Lactamasa:

MIC Test Strip IMIPENEM/IMIPENEM+
EDTA4-256/1-64

MIC Test Strip IMIPENEM/IMIPENEM+
EDTA 0.125-8 / 0.032-2

MIC Test Strip
MEROPENEM/MEROPENEM+ EDTA
0.125-8/0.032-2

MIC TEST STRIP AmpC: Deteccién de
AmpC :

MIC Test Strip
CEFOTETAN/CEFOTETAN+CLOXACI
LLINO0.5-32/0.5-32

MIC Test Strip
ERTAPENEM/ERTAPENEM
+CLOXACILLIN 0.125-8 / 0.032 -2

MIC TEST STRIP KPC: Para deteccion
de KPC :

MIC Test Strip MEROPENEM /
MEROPENEM + BORONIC ACID
0.125-8/0.032-2

MIC Test Strip ERTAPENEM /
ERTAPENEM + BORONIC ACID
0.125-8/0.032-2

Aztreonam-Avibactam 0.016/4-256/4
Cefepime-enmetazobactam 0.004/8-
64/8

Periodo de vida
atil'y
condiciones de
conservacion

Vida util de todas las MIC Test Strip 3
anos.

Con excepcion de:

MIC Test Strip CEFIDEROCOL, 1 afio
MIC Test Strip IMIPENEM-
RELEBACTAM, 2 afos

Vida util de todas las MIC Test Strip 3
afos.

Con excepcion de:

MIC Test Strip CEFIDEROCOL, 1 afio
MIC Test Strip IMIPENEM-
RELEBACTAM, 2 afios
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MIC Test Strip LEFAMULIN, 2 anos
Conservacion: -20 a +8°C

Aztreonam-Avibactam 0.016/4-256/4 ,
MIC Test Strip LEFAMULIN, 2 afios Vida util: 3 afios, consevadas de -20 a
Conservacioén: -20 a +8°C +8°C

Cefepime-enmetazobactam 0.004/8-
64/8, Vida util: 18 meses, conservadas
a-20°C

Quedando el producto inscripto con los siguientes datos caracteristicos:
Nombre descriptivo: MIC TEST STRIP

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
17-027-Reactivos

Marca(s) de (los) producto(s) médico(s): Liofilchem

Modelos: MIC TEST STRIP para pruebas de sensibilidad a los ANTIMICROBIANOS:

MIC Test Strip AMIKACIN 0.016-256

MIC Test Strip AMOXICILLIN 0.016-256

MIC Test Strip AMOXICILLIN- CLAVULANIC ACID (2/1) 0.016-256
MIC Test Strip AMOXICILLIN- CLAVULANIC ACID (2ug/ml) 0.016-256
MIC Test Strip AMPICILLIN 0.016-256

MIC Test Strip AMOX/SULB (2/1) 0.016- 256

MIC Test Strip AMPICILLIN- SULBACTAM (2/1)0.016-256

MIC Test Strip AMPICILLIN- SULBACTAM (4ug/ml) 0.016-256
MIC Test Strip AZITHROMYCIN 0.016- 256

MIC Test Stip AZTREONAM 0.016-256

MIC Test Strip BACITRACIN 0.016-256

MIC Test Strip CEFACLOR 0.016-256

MIC Test Strip CEFEPIME 0.016-256

MIC Test Strip CEFEPIME 0.002-32

MIC Test Strip CEFIXIME 0.016-256

MIC Test Strip CEFOPERAZONE- SULBACTAM (2/1)0.016-256
MIC Test Strip CEFOTAXIME 0.002 - 32

MIC Test Strip CEFOTAXIME 0.016 - 256

MIC Test Strip CEFOTETAN 0.016 - 256

MIC Test Strip CEFOXITIN 0.016 - 256

MIC Test Strip CEFPIROME 0.016 - 256

MIC Test Strip CEFPODOXIME 0.016 - 256

MIC Test Strip CEFTAROLINE 0.016- 256

MIC Test Strip CEFTAZIDIME 0.016 - 256

MIC Test Strip CEFTIZOXIME 0.002 - 32

MIC Test Strip CEFTRIAXONE 0.016 - 256

MIC Test Strip CEFTRIAXONE 0.002 - 32

MIC Test Strip CEFUROXIME 0.016 - 256

MIC Test Strip CEPHALOTHIN 0.016 - 256

MIC Test Strip CHLORAMPHENICOL 0.016 - 256
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MIC Test Strip CIPROFLOXACIN 0.002 - 32
MIC Test Strip CLARITHROMYCIN 0.016-256
MIC Test Strip CLINDAMYCIN 0.016 - 256
MIC Test Strip CLOXACILLIN 0.016-256

MIC Test Strip COLISTIN 0.016 - 256

MIC Test Strip COLISTIN 0.064 - 1024

MIC Test Strip DAPTOMYCIN ( incluye CA2+)0.016 - 256
MIC Test Strip DORIPENEM 0.002 - 32

MIC Test Strip DOXYCYCLINE 0.016 - 256
MIC Test Strip ENROFLOXACIN 0.002 - 32
MIC Test Strip ERTAPENEM 0.002 - 32

MIC Test Strip ERYTHROMYCIN 0.016 - 256

MIC Test Strip FOSFOMYCIN (incluye Giucose-6-phosphate)0.016 - 256
MIC Test Strip FOSFOMYCIN (incluye Glucose-6-phosphate)0.064 - 1024

MIC Test Strip FUSIDIC ACID 0.016 - 256

MIC Test Strip GATIFLOXACIN 0.002 - 32

MIC Test Strip GEMIFLOXACIN 0.002 - 32
MIC Test Strip GENTAMICIN 0.016 - 256

MIC Test Strip GENTAMICIN 0.064 - 1024
MIC Test Strip IMIPENEM 0.002 - 32

MIC Test Strip KANAMYCIN 0.016 - 256

MIC Test Strip LEVOFLOXACIN 0.002 - 32
MIC Test Strip LINEZOLID 0.016 - 256

MIC Test Strip MECILLINAM 0.002 - 32

MIC Test Strip MEROPENEM 0.002 - 32

MIC Test Strip METRONIDAZOLE 0.016 - 256
MIC Test Strip MOXIFLOXACIN 0.002 - 32
MIC Test Strip MUPIROCIN 0.064 - 1024

MIC Test Strip MINOCYCLINE 0.016 - 256
MIC Test Strip NALIDIXIC ACID 0.016 - 256
MIC Test Strip NETILMICIN 0.016 - 256

MIC Test Strip NORFLOXACIN 0.016 - 256
MIC Test Strip NITROFURANTOIN 0.032 - 512
MIC Test Strip OFLOXACIN 0.002 - 32

MIC Test Strip OXACILLIN 0.016 - 256

MIC Test Strip PENICILLIN G 0.002 - 32

MIC Test Strip PENICILLIN G 0.016 - 256

MIC Test Strip PIPERACILLIN 0.016 - 256

MIC Test Strip PIPERACILLIN + TAZOBACTAM (4ug/ml) 0.016 - 256
MIC Test Strip POLYMYXIN B 0.064 - 1024
MIC Test Strip QUINUPRISTIN- DALFOPRISTIN 0.002 - 32
MIC Test Strip RIFAMPICIN 0.002 - 32

MIC Test Strip RIFAMPICIN 0.016 - 256

MIC Test Strip SPECTINOMYCIN 0.064 - 1024
MIC Test Strip SPIRAMYCIN 0.016-256

MIC Test Strip STREPTOMYCIN 0.064 - 1024
MIC Test Strip SULBACTAM 0.016 - 256

MIC Test Strip SULFAMETHOXAZOLE 0.064 - 1024
MIC Test Strip TEICOPLANIN 0.016 - 256

MIC Test Strip TELAVANCIN 0.016-256

MIC Test Strip TELAVANCIN 0.002-32

Pagina 9 de 12

Pagi na 9 de 12

A

El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



MIC Test Strip TEMOCILLIN 0.064 - 1024

MIC Test Strip TETRACYCLINE 0.016 - 256

MIC Test Strip TIAMULIN 0.002-32

MIC Test Strip TICARILLIN - CLAVULANIC ACID (2ug/ml) 0.016 - 256
MIC Test Strip TIGECYCLIN 0.016 - 256

MIC Test Strip TILMICOSIN 0.002-32

MIC Test Strip TOBRAMYCIN 0.016 - 256

MIC Test Strip TOBRAMYCIN 0.064 - 1024

MIC Test Strip TRIMETHOPRIM 0.002 - 32

MIC Test Strip TRIMETHOPRIM- SULFAMETHOXAZOLE (1/19)0.002 - 32
MIC Test Strip VANCOMYCIN 0.016 - 256

MIC Test Strip AZTRONAM 0.064-1024

MIC Test Strip CEFAZOLIN 0.016-256

MIC Test Strip CEFTAROLINE 0.002-32

MIC Test Strip CEFTAZIDIME- AVIBACTAM 0.016-256
MIC Test Strip CEFTIBUTEN 0.002-32

MIC Test Strip CEFTIZOXIME 0.016-256

MIC Test Strip CEFTOBIPROLE 0.002- 32

MIC Test Strip CEFTOLOZANE — TAZOBACTAM 0.016-256
MIC Test Strip DALBAVANCIN 0.002-32

MIC Test Strip DELAFLOXACIN 0.002- 32

MIC Test Strip FOSMIDOMYCIN 0.016- 256

MIC Test Strip MECILLINAM 0.016-256

MIC Test Strip PEFLOXACIN 0.016-256

MIC Test Strip PLAZOMICIN 0.016-256

MIC Test Strip SPIRAMYCIN 0.002-32

MIC Test Strip STREPTOMYCIN 0.016- 256

M | C Test Strip TEDIZOLID 0.002-32

MIC Test Strip TICARILLIN 0.016 — 256

MIC Test Strip Imipenem (IMI) 0.016-256

MIC Test Strip Meropenem-vaborbactam (M/V) 0.016-256
MIC Test Strip Meropenem(MRP) 0.016- 256

MIC Test Strip CEFIDEROCOL 0.016-256

MIC Test Strip ERAVACYCLINE 0.002-32

MIC Test Strip IMIPENEM- RELEBACTAM 0.002/4-32/4
MIC Test Strip LEFAMULIN 0.016-256

MIC Test Strip OMADACYCLINE 0.002-32 ug/ml

MIC TEST STRIP para las pruebas de sensibilidad a los ANTIFUNGICOS :

MIC Test Strip AMPHOTERICIN B 0.002 - 32
MIC Test Strip ANIDULAFUNGIN 0.002 - 32
MIC Test Strip CASPOFUNGIN 0.002 - 32
MIC Test Strip FLUCONAZOLE 0.016 - 256
MIC Test Strip FLUCYTOSINE 0.002 - 32
MIC Test Strip INTRACONAZOLE 0.002 - 32
MIC Test Strip KETOCONAZOLE 0.002 - 32
MIC Test Strip MICAFUNGIN 0.002 - 32

MIC Test Strip POSACONAZOLE 0.002 - 32
MIC Test Strip VORICONAZOLE 0.002 - 32
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MIC Test Strip ISAVUCONAZOLE 0.002- 32

MIC TEST STRIP para las pruebas de sensibilidad ANTIMICOBACTERIANA:
MIC Test Strip ETHAMBUTOL 0.016 - 256

MIC Test Strip ETHIONAMIDE 0.016 — 256

MIC Test Strip ISONIAZIDE 0.016 - 256

MIC TEST STRIP GRD : Deteccion de Resistencia a Glicopéptidos:
MIC Test Strip VANCOMYCIN / TEICOPLANIN 0.5-32/0.5-32

MIC TEST STRIP ESBL: Beta- Lactamasa de espectro extendido:

MIC Test Strip CEFEPIME/CEFEPIME+CLAVULANIC ACID (4ug/ml) 0.25 - 16/0.064 - 4
MIC Test Strip CEFOTAXIME/CEFOTAXIME+CLAVULANIC ACID(4ug/ml)0.25 - 16/ 0.016 - 1
MIC Test Strip CEFTAZIDIME/CEFTAZIDIME+CLAVULANIC ACID (4ug/ml) 0.5-32/0.064 - 4

MIC TEST STRIP MBL: Metalo Beta- Lactamasa:

MIC Test Strip IMIPENEM/IMIPENEM+ EDTA 4 - 256 / 1 - 64
MIC Test Strip IMIPENEM/IMIPENEM+ EDTA 0.125-8 / 0.032-2
MIC Test Strip MEROPENEM/MEROPENEM+ EDTA
0.125-8/0.032 -2

MIC TEST STRIP AmpC: Deteccién de AmpC :

MIC Test Strip CEFOTETAN/CEFOTETAN+CLOXACILLIN 0.5-32/0.5 - 32
MIC Test Strip ERTAPENEM/ERTAPENEM +CLOXACILLIN 0.125-8 / 0.032 -2

MIC TEST STRIP KPC: Para deteccion de KPC :
MIC Test Strip MEROPENEM / MEROPENEM + BORONIC ACID 0.125-8 / 0.032-2
MIC Test Strip ERTAPENEM / ERTAPENEM + BORONIC ACID 0.125-8 / 0.032-2

Aztreonam-Avibactam 0.016/4-256/4
Cefepime-enmetazobactam 0.004/8- 64/8

Indicacion/es de uso: METODO CUANTITATIVO PARA LA DETERMINACION DE LA
CONCENTRACION INHIBITORIA MiNIMA (CIM) DE UN AGENTE ANTIMICROBIANO FRENTE
A UN MICROORGANISMO Y LA DETECCION DE LA PRESENCIA DE MECANISMOS DE
RESISTENCIA. -

Forma de presentacion: Envases por 10, 30 y 100 tiras

Periodo de vida util y condiciones de conservacion: Vida util de todas las MIC Test Strip 3 afos.
Con excepcion de:

MIC Test Strip CEFIDEROCOL, 1 afio

MIC Test Strip IMIPENEM- RELEBACTAM, 2 afos

MIC Test Strip LEFAMULIN, 2 afos

Conservacion: -20 a +8°C

Aztreonam-Avibactam 0.016/4-256/4 , Vida util: 3 anos, consevadas de -20 a +8°C

Cefepime-enmetazobactam 0.004/8- 64/8, Vida util: 18 meses, conservadas
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a -20°C
Nombre del fabricante: LIOFILCHEM S.R.L.

Lugar de elaboracion: Via Scozia,Z.l. -64026- Roseto degli Abruzzi (TE). (ITALIA).

Condicioén de uso: Uso profesional exclusivo

Clasificacion: Grupo C

AUTORIZADO

Habiéndose cumplimentado con lo previsto en la Disposicion ANMAT N° 2674/99 y 2198/22, esta
Administracion autoriza las modificaciones solicitadas en Argentina Ciudad de Buenos Aires, 11

diciembre 2025.

/%

anMat
BODNAR Andrea Veronica
Direccién Evalua€ibhlyZRegist8de Productos
Médicos
Firma y Sello

7%

anMat

TERRIZZANO Maria Lorena
CUIL 23242965604

Instituto Nacional de Productos Médicos
ANMAT
Firma y Sello

El presente certificado sera valido unicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su cédigo QR a través de la pagina
de ANMAT. Este certificado no modifica el periodo de vigencia.

Fecha de emision: 11 diciembre 2025

/%

anMat

CORUJO Gonzalo Hernan
CUIL 20334416314

La validez del presente documento debera verificarse mediante el cdédigo QR.

N° Identificatorio Tramite: 73238
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