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Disposicion
Numero: DI-2017-12724-APN-ANMAT#MS

CIUDAD DE BUENOS AIRES
Viernes 15 de Diciembre de 2017

Referencia: 1-47-3110-2710-17-1
|

VISTO_ el Expediente N° 1-47-3110-2710-17-1 del Registro de esta Administracién Nacional de
Medicamentos, Alimentos y Tecnologia Médica (ANMAT), v l

CONSIDERANDO:

Que por las presentes actuaciones MTG GROUP S.R.L, solicita se autorice la inscripcion en el Registro
Productbres y Productos de Tecnologia Médica (RPPTM) de esta Administracion Nacional, de un nuevo

productio médico.

Que| las! actividades de elaboracion y comercializacién de productos médicos se encuentran contempladas
por la Ley 16463, el Decreto 9763/64, y MERCOSUR/GMC/RES. N° 40/00, mcorporada al ordenamiento
Juridico nacional por Disposicion ANMAT N° 2318/02 (TO 2004), y normas complementarias.

Que cohsta la evaluacién técnica producida por la Direccidn Nacional de Productos Médicos, en la que
informa| que el producto estudiado retne los requisitos técnicos que contempla la norma legal vigente, vy
que los|establecimientos declarados demuestran aptitud para la elaboracién y el control de calidad del
producto cuya inscripcion en el Registro se solicita.

| :
Que'cor'responde autorizar la inscripcion en el RPPTM del producto médico objeto de la solicitud.

Que'se actua en virtud de las facultades conferidas por el Decreto N° 1490/92 Y| el Decreto N° 101 del 16
de Diciembre de 2015. 1o

Por ello;
EL ADMINISTRADOR NACIONAL DE LA ADMINISTRACION NACIONAL DE
- MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA
J .: DISPONE:
AR iC{JLO 1°.- Autorizase la inscripcion en el Registro Nacional de Prc!.ductorf-:s y Productos de
Tecnologia Médica (RPPTM) de la Administracion Nacional de Medicamentos, Alimentosy Tecnologia

Médica (ANMAT) del producto médico marca MICRO-TECH nombre descriptivo PINZA CALIENTE
PARA BIOPSIA DE UN SOLO USO y nombre técnico FORCEPS, PARA BIOPSIA, de acuerdo con lo




solicitaLo por MTG GROUP SR.L, con los Datos Identificatorios Caracteristicos que figuran al pie de la
presente.

ARTiCULO 2°.- Autorizanse los textos de los proyectos de rétulo/s y de instrucciones de uso que obran en
documento N° 1F-2017-28887799-APN-DNPM#ANMAT. |

ARTICULO 3°- En los rétulos e instrucciones de uso autorizados deberd figurar la leyenda “Autorizado
por la iANMAT PM-1991-147", con exclusién de toda otra leyenda no contemplada en la normativa
vigente.

ARTICULO 4°.- Extiéndase el Certificado de Autorizacién e Inscripcion en el RPPTM con los datos
caracteristicos mencionados en esta disposicién.

, . | .
ARTICULO 5°.- La vigencia del Certificado de Autorizacién serd de cinco (5) afios, a partir de la fecha de
la presente disposicion.

ARTICULO 6°- Registrese. Inscribase en el Registro Nacional de Productores y Productos deTecnologia
Meédica al nuevo producto. Por el Departamento de Mesa de Entrada, notifiquese al interesado, haciéndole
entrega |de la presente Disposicion, conjuntamente con rétulos e instrucciones de uso autorizadosy el
Certificado mencionado en el articulo 4°, Girese a la Direccion de Gestion de Informacion Técnica a los
fines de confeccionar el legajo correspondiente. Cumplido, archivese. |

DATOS|IDENTIFICATORIOS CARACTERISTICOS

. Nombre descriptivo: Pinza caliente para biopsia, de un solo uso
| .
Cadigo de identificacion y nombre técnico UMDNS: 11-775 Forceps, para Biopsia!

Marca(s) de (los) producto(s) médico(s): Micro-Tech

Clase de|Riesgo: III

Indicacidn autorizada: este dispositivo se utiliza por via endoscépica con corriente electroquirtrgica
monopolar para obtener biopsias del tejido de la mucosa gastrointestinal y para la eliminacion de pélipos
sésiles. = .

|
Modelo/s: NHBF05-00018030 , NHBF55-01030030, HBF15-10123030
NHBFOSi—OOOISOSO , NHBF55-01030050, HBF15-10123050

NHBF05-00018080 , NHBF55-01030080, HBF15-10123080

NHBEOSE—OOOISIOO , NHBF55-01030100, HBF15-10123100

NHB’:FOS—00018120 , NHBF55-01030120, HBF15-10123120

NHBF05:00018160 , NHBF55-01030160, HBF15-10123160

NHBF05|-00018180 , NHBF55-01030180, HBF15-10123180

NHBFOS'TOOO 18200 , NHBF55-01030200, HBF15-10123200
i



|

»
NHBF05-00018230 , NHBF55-01030230, HBF15-10123230
NHBF05-00018260 , NHBF55-01030260, HBF15-10123260

NHBF05-10023030 , NHBF55-01118030, HBF15-00130030
NHBFQ:5-10023050 , NHBF55-01118050, HBF15-00130050
NHEFOS— 10023086 , NHBF55-01118080, HBF15-00130080
NHBF05-10023100 , NHBF55-01118100, HBF15-00130100
NHBFOi5-10023120 , NHBF55-01118120, HBF15-00130120
NH]!BFO?S-10023160 , NHBF55-01118160, HBF15-00130160
- NHBF05-10023180 , NHBF55-01118180, HBF15-00130180
NHBF05-10023200 , NHBF55-01118200, HBF15-00130200
NHBFOI.S-10023230 , NHBF55-01118230, HBF15-00130230
NHE!SFOS— 10023260 , NHBF55-01118260, HBF15-00130260
NHBF05-00030030 , NHBF55-11123030, HBF15-01018030

NHBF03-00030050 , NHBF55-11123050, HBF15-01018050

NHBF05-00030080 , NHBF55-11123080, HBF15-01018080
NHBF05-00030100 , NHBF55-11123100, HBF15-01018100

|
NHBF05-00030120 , NHBF55-11123120, HBF15-01018120

NHBF05!~00030160 , NHBF55-11123160, HBF15-01018160
NHBlF()Si‘-OOOSOISO , NHBF55-11123180, HBF15-01018180
NHBFO05-00030200 , NHBF55-11123200, HBF15-01018200
NHBF05-00030230 , NHBF55-11123230, HBF15-01018230
NHBFOS_-OOO30260 , NHBF535-11123260, HBF15-01018260
NHBFO:SI;OOI 18030 , NHBF55-01130030, HBF15-11023030

NHBF05:00118050 , NHBF55-01130050, HBF15-11023050

NHBFOS-IOOI 18080 , NHBF55-01130080, HBF15-11023080
NHBF05:00118100 , NHBF55-01 130100, HBF15-11023100

NHBFO05-00118120 , NHBF55-01130120, HBF15-11023120

NHBF05-00118160 , NHBF55-01130160, HBF15-11023160

NHBFOS.-iOOI 18180 , NHBF55-01130180, HBF15-11023180



NHBF05-00118200 , NHBF55-01130200, HBFlS-ll 1023200
NHBF(05-00118230 , NHBF55-01130230, HBF15-11023230
NHBFOiS-OOl 18260 , NHBF55-01130260, HBF15-11023260
NHBF055-10123030 , NHBF65-00018030, HBF15-01030030
NHBFO!5-10123050 , NHBF65-00018050, HBF15-01030050
NHBFO!5-10123080 , NHBF65-00018080, HBF15-01030080
NHBFOi5—10123100 , NHBF65-00018100, HBF15-01030100
NHBFO?5-10123120 , NHBF65-00018120, HBF15-01030120
NHBF05-10123160 , NHBF65-00018160, HBF15-01030160
NHBFO05-10123180 , NHBF65-00018180, HBF15-01030180
NHBF05-10123200 , NHBF65-00018200, HBF15-01030200
NHBFOS- 10123230 , NHBF65-00018230, HBF15-01030230
NHBF05-10123260 , NHBF65-00018260, HBF15-01030260
NHBF05-00130030 , NHBF65-10023030, HBF15-01118030
NHBF65-00130050 , NHBF65-10023050, HBF15-01118050
NHBF05-00130080 , NHBF65-10023080, HBF15-01118080
NHBF05-00130100 , NHBF65-10023100, HBF15-01118100
NHBF05-00130120 , NHBF65-10023120, HBF15-01118120
NHBF05-00130160 , NHBF65-10023160, HBF15-01118160
NHBF05-00130180 , NHBF65-10023180, HBF15-01118180
NHBF05-00130200 , NHBF65-10023200, HBF15-01118200
NHBFG5-00130230 , NHBF65-10023230, HBF15-01118230
NHBF05|-00130260 . NHBF65-10023260, HBF15-01118260
NHBFOS;-OIO]SO?:O , NHBF65-00030030, HBF15-11123030

NHBF05-01018050 , NHBF65-00030050, HBF15-11123050

NHBF05-01018080 , NHBF65-00030080, HBF15-11123080

NHBF05-01018100 , NHBF65-00030100, HBF15-11123100

NHBF05-01018120 , NHBF65-00030120, HBF15-11123120



NHBFQS-OIOISI(SO , NHBF65-00030160, HBF15-11123160
NHBF(EJS-OIOISISO , NHBF65-00030180, HBF15-11123180
NHBF05-01018200 , NHBF65-00030200, HBF15-11123200
NHBF05-01018230 , NHBF65-00030230, HBF15-11123230
NHBF05-01018260 , NHBF65-00030260, HBF15-11123260
NHBF05-11023030 , NHBF65-00118030, HBF15-01130030
NHBF05-11023050 , NHBF65-00118050, HBF15-01130050

NHBF5- 11023080 , NHBF65-00118080, HBF15-01130080
NHBF¢5-11023100 , NHBF65-00118100, HBF15-01130100
NHEBF(?)5-1 1023120 , NHBF65-00118120, HBF15-01130120
NHBF05-11023160 , NHBF65-00118160, HBF15-01130160
NHBF05-11023180 , NHBF65-00118180, HBF15-01130180
NHBFC!)S-I 1023200 , NHBF65-00118200, HBF15-01130200
NHBF05-11023230 , NHBF65-00118230, HBF15-01130230
NHBF05-11023260 , NHBF65-00118260, HBF15-01130260
NHBF05-01030030 , NHBF65-10123030, HBF55-00018030
NHBF05-01030050 , NHBF65-10123050, HBF55-00018050
NHBF05-01030080 , NHBF65-10123080, HBF55-00018080
NHBF(%S-OIOSOIOO , NHBF65-10123100, HBF55-00018100
NHBF05-01030120 , NHBF65-10123120, HBF55-00018120
NHBF05-01030160 , NHBF65-10123160, HBF55-00018160
NHBF05-01030180 , NIBF65-10123180, HBF55-00018180
NHBF05-01030200 , NHBF65-10123200, HBF55-00018200
NHBF05-01030230 , NHBF65-10123230, HBF55-00018230
NHBF45-01030260 , NHBF65-10123260, HBF55-00018260
| NHBF05-01118030 , NHBF65-00130030, HBFS5-10023030
NHBFPS-OI 118050 , NHBF65-00130050, HBF55-10023050
NHBF05-01118080 , NHBF65-00130080, HBF55-10023080

NHBF(5-01118100 , NHBF65-00130100, HBF55-10023100



NHBFO!S—OI 118120 , NHBF65-00130120, HBF55-10023120

NHBF(5-01118160 , NHBF65-00130160, HBF55-10023160
NHBF05-01118180 , NHBF65-00130180, HBF55-10023180
NHBF05-01118200 , NHBF65-00130200, HBF55-10023200
NHBF05-011 18230 , NHBF65-00130230, HBF55-10023230
NHBFO‘S-Ol 118260 , NHBF65-00130260, HBF55-10023260
NHBF05-11123030 , NHBF65-01018030, HBF55-00030030
NHBF05-11123050 , NHBF65-01018050, HBF55-000306050
NHBFQ5—1 1123080 , NHBF65-01018080, HBF55-00030080
7 NHBFd'S-l 1123100 , NHBF65-01018100, HBF55-00030100
NHBF05-11123120 , NHBF65-01018120, HBF55-00030120
NHBF(5-11123160 , NHBF65-01018160, HBF55-00030160
NHiBFOS- 11123180 , NHBF65-01018180, HBF55-00030180
NHBF?S- 11123200 , NHBF65-01¢18200, HBF55-00030200
NHBF(05-11123230 , NHBF65-01018230, HBF55-00030230
NHBF05-11123260 , NHBF65-01018260, HBF55-00030260
NHBF05-01130030 , NHBF65-11023030, HBF55-00118030
NHBF05-01130050 , NHBF65-11023050, HBF55-00118050
NHBF!OS-Ol 130080 , NHBF65-11023080, HBF55-00118080
NHBFGS—O] 130100 , NHBF65-11023100, HBF55-00118100
NHBF05-01130120, NHBF65-11023120, HBF55-00118120
NHBF05-01130160 , NHBF65-11023160, HBF55-00118160
NHBFiOS-OI 130180 , NHBF65-11023180, HBF55-00118180
NHBF05-01130200 , NHBF65-1 1023200, HBF55-00118200
NHBF05-01130230 , NHBF65-11023230, HBF55-00118230
NI-:IBFOS-OI 130260 , NHBF65-11023260, HBF55-00118260
NHBF15-00018030 , NHBF65-01030030, HBF55-10123030

NHBF15-00018050 , NHBF65-01030050, HBF55-10123050



NHBF15-00018080 , NHBF65-01030080, HBF55-10123080
NHBF15-00018100 , NHBF65-01030100, HBF55-10123100
NHBF15-00018120 , NHBF65-01030120, HBF55-10123120
NHBF15-00018160 , NHBF65-01030160, HBF55-10123160
NHBF1§5-00018180 , NHBF65-01030180, HBF55-10123180
NHBF15-00018200 , NHBF65-01030200, HBF55-10123200
NHBF15-00018230 , NHBF65-01030230, HBF55-10123230
NHBF1‘5—00018260 , NHBF65-01030260, HBF55-10123260
NHBF15-10023030 , NHBF65-01118030, HBF55-00130030
NHBF15-10023050 , NHBF65-01118050, HBF55-00130050
NHBF1|5-10023080 , NHBF65-01118080, HBF55-00130080
NHBF15-10023100 , NHBF65-01118100, HBF55-00130100
NHBF1|5—10023120 , NHBF65-01118120, HBF55-00130120
NHBF15-10023160 , NHBF65-01118160, HBF55-00130160
NHBF15-10023180 , NHBF65-01118180, HBF55-00130180
NHBF |5-10023200 , NHBF65-01118200, HBF55-00130200
NHBF15-10023230 , NHBF65-01118230, HBE55-00130230
NHBF15-10023260 , NHBF65-01118260, HBF55-00130260
NHBF15-00030030 , NHBF65- 11123030, HBF55-01018030
NHBF15-00030050 , NHBF65-11123050, HBF55-01018050
NHBF15-00030080 , NHBF65-11123080, HBF55-01018080
NHBF!15-00030100 , NHBF65-11123100, HBF55-01018100
NHBF15-00030120 , NHBF65-11123120, HBF55-01018120
NﬁBE15-00030160 , NHBF65-11123160, HBF55-01018160
NHBP!15-00030180 , NHBF65-11123180, HBF55-01018180
NHBF15-00030200 , NHBF65-11123200, HBF55-01018200
WBﬁ15-00030230 , NHBF65-11123230, HBF55-01018230

NHBF15-00030260 , NHBF65-11123260, HBF55-01013260
NHBF15-00118030 , NHBF65-01130030, HBF55-11023030



NHBF15-00118050 , NHBF65-01130050, HBF55-11023050

NHBF1 |5-001 18080 , NHBF65-01130080, HBF55-11023080
NHBF15-00118100 , NHBF65-01130100, HBF55-11023100
NHBF15-00118120 , NHBF65-01130120, HBF55-11023120
NHBF15-00118160 , NHBF65-01130160, HBF55-11023160
NHBF15-00118180 , NHBF65-01130180, HBF55-11023180
NH]é’:Fl;S-OOl 18200 , NHBF65-01130200, HBF55-11023200
NHBFI!S-OOI 18230 , NHBF65-01130230, HBF55-11023230
NHBFI?S-OOI 18260 , NHBF65-01130260, HBF55-11023260
NHBF]E‘5-10123030 , HBF05-00018030 , HBF55-01030030
NHBF1‘5-10123050 , HBF05-00018050 , HBF55-01030050
NHBF1!5—10123080 , HBF05-00018080 , HBF55-01030080
NHBF1!5-10123100 , HBF05-00018100 , HBF55-01030100
NHBF1g5-10123120 , HBF05-00018120 , HBF55-01030120
NHBF15-10123160 , HBF05-00018160 , HBF55-01030160
NHBF15-10123180 , HBF05-00018180 , HBF55-01030180
NHBF15-10123200 , HBF05-00018200 , HBF55-01030200
NHiBF'15-10123230 , HBF05-00018230 , HBF55-01030230
NHiBFfS-lOlZSZﬁO , HBF05-00018260 , HBF55-01030260
NHBF1;5-00130030 , HBF05-10023030 , HBF55-01118030
NHBFI;S—OOI?»OOSO , HBF05-10023050 , HBF55-01118050
NHBF1|5-00130080 , HBF05-10023080 , HBF55-01118080
NHBF15-00130100 , HBF05-10023100 , HBF55-01118100
NHBF45-00130120 , HBF05-10023120 , HBF55-01118120
NHBFi5-00130160 , HBF05-10023160 , HBF55-01118160
NHBF15-00130180 , HBF05-10023180 , HBF55-01118180
NHBF15-00130200 , HBF05-10023200 , HBF55-01118200

NHBF15-00130230 , HBF05-10023230 , HBF55-01118230

|



|

l

|

; |
NHBF15-0i0130260 , HBF05-10023260 , HBF55-01118260
NHBFIS-QllOlSO}O , HBF05-00030030 , HBF55-11123030
NHBFi5-,61018050 , HBF05-00030050 , HBF55-11123050
NHBFIS-{I)IOISOSO , HBF05-00030080 , HBF55-11123080
NHBF,IIS_-I:OIOISIOO , HBF05-00030100 , HBF55-11123100
NHBFlS’—Il()lOlSlZO , HBF05-00030120 , HBF55-11123120
NHBF15-01018160 , HBF05-00030160 , HBF55-11123160
- NHBF15;01018180 , HBF05-00030180 , HBF55-11123180
NHBF15-01018200 , HBF05-00030200 , HBF55-11123200
NHBF1 5||-01018230 , HBF05-00030230 , HBF55-11123230
NHB'F1:5-01018260 , HBF05-00030260 , HBF55-11123260
NHBF1|5|—1 1023030 , HBF05-00118030, HBF55-01130030
NHBFI"IS-I 1023056 , HBF05-00118050 , HBF55-01130050
NHBFI:S—I 1023080 , HBF05-00118080, HBF55-01130080
NHBFiiS-l 1023100 , HBF05-00118100, HBF55-01130100
NHBF1||5—1 1023120 , HBF05-00118120, HBF55-01130120
NHBF_iS-l 1023160 , HBF(5-00118160, HBF55-01130160
NHBF||15-1 1023180 , HBF(05-00118180, HBF55-01130180
NHBE'IS—I 1023200 , HBF(05-00118200 , HBF55-01130200
NHBF:IS- 11023230, HBF05-001 18230, HBF55-01130230
NHBE15-11023260 , HBF05-00118260, HBF55-01130260
NHB#15-01030030 , HBF05-10123030 , HBF65-00018030
NHBF15-01030050 , HBF05-10123050 , HBF65-00018050
NHB11315—01030080 , HBF05-10123080 , HEF65-00018080
NHB,1|315-01030100 , HBF05-10123100, HBFGS-OOOISIOO
NHBP15-0103l0120 , HBF05-10123120 , HBF65-00018120
NHI?.I|F15—01030160 , HBF05-10123160 , HBF65-00018160
NHEF15-01030180 , HBF05-10123180 , HBF65-00018180

|
NH]_?FIS—OI(BOZOO , HBF05-10123200 , HBF65-00018200



|
|
NHBF15-0||1030230 , HEFOS~10123230 , HBF65-00018230
NHBF15-01030260 , HBF05-10123260 , HBF65-00018260
NHBFiS-bl 118030 , HBF05-00130030 , HBF65-10023030
NHBFlS-:fl)l 118050 , HBF05-00130050 , HBF65-10023050
NHBF15-01118080 , HBF05-00130080 , HBF65-10023080
NHBFIS.—:OIHSIOO , HBF05-00130100 , HBF65-10023100
NHBF15:01118120 , HBF05-00130120 , HBF65-10023120
NHBF15101118160 , HBF05-00130160 , HBF65-10023160
NHBFISll-Ol 118180 , HBF05-00130180 , HBF65-10023180
NHBF15-01118200 , HBF05-00130200 , HBF65-10023200
NHBFISl-Ol 118230, HBF05-00130230 , HBF65-10023230
NHBF15||-01 118260 , HBF05-00130260 , HBF65-10023260
NHBF l‘l5- 11123030 , HBF05-01018030 , HBF65-00030030
NHBF1||5- 11123050 , HBF05-01018050 , HBF65-00030050
. NHBFi5-11123080 , HBF05-01018080 , HBF65-00030080
NHBF_I'S-I 1123100 , HBF05-01018100 , HBF65-00030100
NHBF'1||5-1 1123120 , HBF05-01018120 , HBf65-00030120
NHBF15-11123160 , HBF05-01018160 , HBF65-00030160
NHBF,ilS-l 1123180 , HBF05-01018180 , HBF65-00030180
NHBF:]S- 11123200 , HBF05-01018200 , HBF65-00030200
NHBf’lS-l 1123230 , HBF05-01018230 , HBF65-00030230
NHBITiIS-l 1123260 , HBF05-01018260 , HBF65-00030260
NHBF15-01130030 , HBF05-11023030 , HBF65-00118030
NHBF15-01130050 , HBF05-11023050 , HBF65-00118050
NI-IBllFl 5-01130080 , HBF(05-11023080, HBF65-00118080
NHBF15-01130100 , HBF05-11023100, HBF65-00118100
NH]gFIS-Ol 130120 , HBF05-11023120, HBF65-00118120
NHB:FIS-OI 130160 , HBF05-11023160, HBF65-00118160



|

|

|
NHBF1'5-0|1 130180 , HBF05-11023180, HBF65-00118180
NHBF1|5-0'1 130200, HBF05-11023200, HBF65-00118200
NHBFiS-dl 130230 , HBF05-11023230, HBF65-00118230
NHBFlS-(||)1 130260 , HBF05-11023260, HBF65-00118260
NHBF'SS-QOOISO?;O , HBF(5-01030030 , HBF65-10123030
NHBFI'55;:00018050 , HBF05-01030050, HBF65-.10123050
NHBFSSJOOOISOSO , HBF05-01030080 , HBF65-16123080
NHBFSS-;OOOISIOO ,HBF05-01030100 , HBF65-10123100
NHBIIJSS%OOOISIZO , HBF05-01030120 , HBF65-10123120
NHBFSSj-OOOISIGO , HBF05-01030160 , HBF65-10123160
NHBF55||—00018180 s HBFOS-OldSOlSO , HBF65-10123180
NHBF53-00018200 , HBF05-01030200 , HBF65-10123200
NHI?IF55'-00018230 HBF05-01030230 , HBF65-10123230
NHBF5£-00018260 , HBF05-01030260 , HBF65-10123260
NHBFS;S- 10023030 , HBF05-01 118030, HBF65-00130030
NHBFS:S-]OOZSOSO , HBF(05-01118050, HBF65-00130050
NHBF5'5-10023080 , HBF(05-01118080, HBF65-00130080
NHBF5i|5-10023100 , HBF05-01118100, HBF65-00130100
NHBF§5-10023120 , HBF05-01118120, HBF65-00130120
NﬁBF55-10023160 , HBF05-01118160, HBF65-00130160
NHBF"55-10023180 , HBF05-01118180, HBF65-00130180
NHBF;55-10023200 , HBF05-01118200, HBF65-00130200
NHBF|55-1()023230 , HBF05-01118230, HBF65-00130230
NHBF55-1002326Q , HBF05-01118260, HBF65-00130260
NHB%55—00030030 ., HBF05-11123030, HBF65-01018030
NHB}LSS-OOOZ%OOSO , HBF05-11123050, HBF65-01018050
NHBIFSS-OOO30080 , HBF(05-11123080, HBEF65-01018080
NfHBFFSS-OOOSOlOO , HBF05-11123100, HBF65-01018100

NHB'|F55—00030120 , HBF05-11123120, HBF65-01018120
|



i

|
NHBFSS—Q'OO?,OIGO , HBF05-11123160, HBF65-01018160
NHBF55—0|0030180 , HBF05-11123180, HBF65-01018180
NHBF,55-60030200 , HBF05-11123200, HBF65-01018200
NHBFSS-(_i)OO3023O , HBF(05-11123230, HBF65-01018230
NHBFSS-.(|}0030260 , HBF05-11123260, HBF65-01018260

|
NHBF55-00118030 , HBF05-01130030, HBF65-11023030

|
NHBES55-00118050 , HBF05-01130050, HBF65-11023050

NHBF55-00118080 , HBF05-01130080, HBF65-11023080
|

NHBF55-00118100 , HBF05-01130100, HBF65-11023100
|

NHBF55-00118120 , HBF05-01130120, HBF65-11023120
|

NHBFS55-00118160, HBF05-01130160, HBF65-11023160
NHBFS5-00118180 , HBF0S-01130180, HBF65-11023180
NHBF55-00118200 , HBF05-01130200, HBF65-11023200
NHBF53-00118230 , HBF05-01130230, HBF65-11023230
NHBF53-00118260 , HBF05-01130260, HBF65-11023260
NHBF55-10123030 , HBF15-00018030 , HBF65-01030030
NHBFS55-10123050 , HBF15-00018050 , HBF65-01030050
NHBF55-10123080 , HBF15-00018080 , HBF65-01030080
NHBF55-10123100 , HBF15-00018100 , HBF65-01030100
NHBF35-10123120 , HBF15-00018120 , HBF65-01030120
NHBF55-10123160 , HBF15-00018160 , HBF65-01030160
NHBF55-10123180 , HBF15-00018180 , HBF65-01030180
NHBF55-10123200 , HBF15-00018200 , HBF65-01030200
NHBFS55-10123230 , HBF15-00018230 , HBF65-01030230
NHBE55-10123260 , HBF15-00018260 , HBF65-01030260
NHBES5-00130030 , HBF15-10023030 , HBF65-01118030
NHBE55-00130050 , HBF15-10023050 , HBF65-01118050
NHBES5-00130080 , HBF15-10023080 , HBF65-01 118080
|
|



NHBF55—0|0130100 , HBF15-10023100 , HBF65-01118100
NHBF55-00130120 , HBF15-10023120 , HBF65-01118120
NHBF55-00130160 , HBF15-10023160 , HBF65-01118160
NHBF55-00130180 , HBF15-10023180 , HBF65-01118180
NHBF55-00130200 , HBF15-10023200 , HBF65-01118200
NHBF55-|00130230 , HBF15-10023230 , HBF65-01118230
NHBF55-00130260 , HBF15-10023260 , HBF65-01118260
NHBF55-|01018030 , HBF15-00030630 , HBF65-11123030
NHBFSS-!OlOlSOSO , HBF15-00030050 , HBF65-11123050
NHBF55101018080 , HBF15-00030080 , HBF65-11123080
NHBF55.01018100 , HBF15-00030100 , HBF65-11123100
NHBF55-01018120 , HBF15-00030120 , HBF65-11123120
NHBFSS,-O]OI 8160 , HBF15-00030160 , HBF65-11123160
NHB'F55|-01018180 ) HBF‘15—00030180 , HBF65-11123180
NHBF55-01018200 , HBF15-00030200 , HBF65-11123200

|
NHBF55-01018230 , HBF15-00030230 , HBF65-11123230

NHBF5!5-01018260 , HBF15-00030260 , HBF65-11123260
NHBF5_|5- 11023030 , HBF15-00118030, HBF65-01130030
NHBF5|5- 11023050 , HBF15-00118050, HBF65-01130050
NHBFSiS- 11023080 , HBF15-00118080, HBF65-01130080
NHBF55-11023100 , HBF15-00118100, HBF65-01130100
NHBF35-1 1023120 , HBF15-00118120, HBF65-01130120
‘NHBF5|5-1 1023160 , HBF15-00118160, HBF65-01130160
NHBF55- 11023180, HBF15-00118180, HBF65-01130180
NHBF‘|55-1 1023200 , HBF15-00118200, HBF65-01130200
NHBF|55-1 1023230 , HBF15-00118230, HBF65-01130230
NHBF55-11023260 , HBF15-00118260, HBF65-01130260
NHBF05-11018120 , NHBF05-11018160, NHBF(05-11018230

Periodo de vida util: cuatro (4) afios



Condicion de uso: venta exclusiva a profesionales e instituciones sanitarias

Nombre dell fabricante: Micro-Tech (Nanjing) Co. Ltd.

Lugar/es de elaboracién: No.10 Gaoke Third Road, Nanjing National Hi-Tech, lndustrlal Development
Zone, Nanjmg, 210032, Jiangsu Province, P. R. China, China

Expedlent|e N°® 1-47-3110-2710-17-1

Digltally signed by LEDE Roberto Luis
Date: 2017.12.1509:17:48 ART
Location: Ciudad »Tulcnoma de Buenos Aires
Raoberto Luis Lede
1

SubAdministrador
Administracidn Nacional de Medicamentos, Alimentos y Tecnologia

Médica

Dm\éxﬂyagn!d by GESTION DOCUMENTAL ELECTRONICA -
I

I
DN cn=GESTION DOCUMENTAL ELECTRONICA - GDE, c=AR,
o=MINISTERIO DE MODERNIZACION ou=SECRETARIA DE
MODERNIZACIDN ADMINISTRATIVA, catlaiNumber=CLIT
20775112584
Date. 2017.12 15 09°17.52 -02'00"



| ANEXO IIIB — ROTULO

Fabricado por Micro-Tech (Nanjing) Co. Ltd.

No.10 Gaake Third Road, Nanjing National Hi-Tech, Industrial Development Zong, Nanjing,
210032, Yiangsu Province, P, R. China, China
Importado por MTG Group S.R.L.

|, . .
Bartolome Cruz 1850, piso 3°, Vicente Lépez, Provincia de Buenos Aires, Argentina

mﬂfﬁmo‘-rem
P aseanant G
Mbdello
Pinza caliente para biopsia descartable
Medidas
CONTENIDO: 1 unidad
|

PRQQIUCTO ESTERIL. Apirdgeno

LOTE Ne

FECHA DE MANUFACTURA: YYYY-MM-DD

FECHA DE VENCIMIENTO: YYYY-MM-DD |
PRODUCTO DE UN SOLO USO. No reutilizar.

No utilizar si el envase estd dafiado

Esteriliizado por gxido de etileno

C'onélenrar en lugar fresco v seco, al abrigo de Iz luz solar.

.

Lea fas Instrucciones de Uso.

VENTA EXCLUSIVA A PROFESIDNALES E INSTITUCIONES SANITARIAS
DT: Germén Szmulewicz, Farmacéutico M.P.19930

AUTORIZADO POR LA ANMAT PM-1951-147

ro XA

macéotico
MP 18030

‘ IF-2017-28887799-APN-DNPM#ANMAT
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ANEXQ III B - INSTRUCCIONES DE USO

[ i
fabricado por Micro-Tech {Nanjing) Co. Ltd.

N2.10 Gacke Third Road, Nanjing National Hi-Tech, Industrial Development Zone, Nanjing,
210032|, Jiangsu Provinge, P, R, China, China

Importado por MTG Group S.R.L.
Bartol:?mé Cruz 1850, piso 3°, Vicente Lépez, Provincia de Buenos Aires, Argentina

" MICRO-TECH
n o
Hode|lo
Pinza caliente para biopsia descartable
Ms;didlas
CDNTFNIDO: 1 unidad

PRODUCTO ESTERIL. Apirdgeno

PRODUCTO DE UN SOLO USO. No reutilizar.

No utliizar si el envase estd dafiado

Esterilizado por dxido de etiteng

Conséwar en |ugar fresco y seco, al abrigo de la luz solar.

leg Il“fs Instrucciones de Uiso,

VENTA EXCLUSIVA A PROFESIONALES E INSTITUCIONES SANITARIAS

DT: ‘(|3en'nén Szmulewicz, Farmacéutico M.P.19330

ﬁLL}Tfi.‘iRIZADO POR LA ANMAT PM-1991-147

DESCRIPCION

Las pinzas de biopsia caliente constan de mandibulas, un tubs, un enchufe ¥ un mango. (Ver
Figuta 1.)

L=

b ] i
Rgura | Basqueja esfruetural de los pirzas de biopan cokente
. Mendibukas 2. Tuba 3. Enchufe 4 Mango

. . JUANA
Germangzmulewicz ABAOE
| Finactmcs I EAGRR 7 99- APN-DNPM#ANMAT

AAVER LI
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Nota: E|I glectrodo de 1y 2 partes se defing omo parte aplicada

Ma'terilal:
Acero inoxidable, ABS, FEP
|
Tensién nominal de alta frecuencia:
CORTAR: 1600Vp (3200¥p-p}
NG use voltaje pico repetido mayor
|
Unidad electroquinirgica compatible:
Aparato electroquirurgico de alta frecuencia ERBQTOM ICC 200,
Si se l.lltiliza la otra unidad electroquirirgica, debe usarse dentro de los parémetrosldel producto.
{Con los electrodos se utiliza el cable de operacidn de linea de salida de alta frecuencia ERBOTOM
20192117)

USO PREVISTO
Este dispositivo se utiliza por via endoscdpica con corriente electroquirrgica ‘mmonopolar para

Dbt&ﬁ'er biopsias del tejido de la muoosa gastrointestinal y para la eliminacidn de pdlipos sésiles.

NDTA|.S

No utlilice este producto para ningln propésito que no sea el uso previsto.

Si est2 abierto 0 dafiado cuando se recibe el paquete, no lo use.

Realice una inspaccion visual con especial atencidn a torceduras, dobleces y roturas. Si se detecta
una anomalia que impida un trabajo adecuade, no lo utilice. Por favor notifigue a Micro-Tech para
la autorizacion de la devolucion.

Almacenar en un lugar seco, lejos de temperaturas e;dfemas.

éon|‘rmnnxmcrouss

Las contraindicaciones incluyen aquellas espedificas al procedimiento endoscdpico primario que se
u"a '? realizar para obtener acceso a la biopsia deseada o el sitio de Ipcli;:e::tomia. Las
contraindicaciones de la biopsia de la mucosa gastraintestinal ¥ polipectomia incluyen, pero no se
Iimit:;,‘-ln a: coagulopatia & indestino insuficientemente preparado.

PDS’!IBLES COMPLICACIONES

: GemandszAulawicz NICO(ag 4 A
1 fmaccuting M. APORL
MP 18530 G GRay) .

[F-2017-28887799:APN-DNPM#ANMAT
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Las complicaciones potenciales de la biopsia erdoscdpica de la mucosa o la polipectomiy 1

e e . N
pero ng se limitan a: quemaduras trans-murales, lesion térmica al paciente, explosian. \x_\,_ﬁ
|

PRECAUCIONES
Con'sul'tg la etiqueta del ervase y revise el tamafic minimo requerido del canal para este
dispositwo.
Al Jnsertar o retirar las pinzas, =l endosoopio debe permanecer Io mas recto posible,
Las taz.as de las pinzas deben permanecer cerradas durante Iz introduccidn, el avance, y la
ellmlnacmn a traves del endoscogio. ,
Si las tazas estan abiertas, se pueden producir dafios en las pinzas y ! endoscopio. La utilizacion
del mange mientras las pinzas estin enrolladas puede causar dafios a las pinzas.
Deben llevarse a cabo bajo visualizacion endoscépica directa la biopsia de la mucosa vy fa
pcl'lpelcu:rm'a. Antes de utfilizar este dispositive, siga las. recomendaciones provistas por &l
fabricarte de fa unidad electroquirirgica para garantizar la seguridad del paciente medianta la
colocalcidn adecuada y la utilizacién del electrodo de retorno del patiente. Garantizar un camino
adecu'ado desde el electredo de retorne a la unidad electroquirdrgica es mantenide durante todo e
procedimiento. !

o ' |
ADVERTENCIAS
Si o se aisla el tejdo de la biopsia o el pdlipo que se retira tirando de €l lejos de la pared de Ia
muonsa puede dar iugar a la fulguracion de la mucosa y/o perforacién normal. |
L Esl-te Instrumente estd disefiado para su uso por médicos que han recibido una formacidn
a,deﬁhada.
2. Un solo uso. No reutilizar, reprocesar o reesterilizar. Reusar, reprocesar o re-esterilizar puece
éomprometer con |a integridad estructurar del dispositive y/o dar lugar a falle en & dispositivo el
é:ual|puede resultar en lesidn, enfermedad o muerte al paciente. Reusar, reprocesar ¢ reestarilizar
'tamlbién puede crear riesgo de contaminacién en el dispositivo yfo causar infeceién en el paciente
o infecclén cruzada, incluyendo, pero no limitada a la transmision de enfermedades infecciosa(s)
de _le paciente a otro. La contaminacian del dispositivo puede dar lugar a lesiones, enfermedades
mortales en el paciente.
3. Cuando se aplica el instruments a un paciente con un marcapaseos implantado, puede provecar
'el' mal funcionamiento ¢ fallo del marcapasos, afectando seriamente al paciente. Siempre
'asélgflrese antes de seguir adelante que es seguro continuar, oan un cardidlage o &l fabricante del

' Marcapasos. y
! i
i/
! é}ll?
, Germandzmulewicz NFC C JUANA
2Famacéico ERADO

MP 16530 MTG (:szu:: SRL

IF-2017- 8887799 APN-DNPMAANMAT
l N
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| G
4. Cuando se utiliza el instrumento cerdd del corazdn, aseqilrese de usar t2 poten'a(mfpk 1
ne:ewr'ia. &
S. La descarga de chispas durante (a operacion puede afectar al corazon.
Cuande se utiliza un electrocardidgrafo u otro equipo de monitorizacion  fisiolégico
simultdneamente con el instrumento, cualquier electrodo de monitorizacidn debe ser colocado tan
lejos ci,l:mu sea posible de los electrodos utiiizados con |a unidad de electrodos. No deben utilizarse
los eléctrodos de monitorizacidn de agujes. Se recomienda 2 Incorporacidn de equipos 'de
mdnitclgrizacién fisiolégica que incorporan dispositivos que limitan la cortienta de alta frecuencia.
6. Cuando los endoscopios se utiiizan con el dispositivo, las corrientes de fuga de los pacientes
puede:'l ser aditivas,
7. Prépare equipos de monitorizacidn y equipos de rescate para controlar Iosl riesgos
impredecibles,
8. Antes de usar, por favor verificar que las partes de! cuerpo de insercidon en el paciente,
asegfllrese gue ningdn borde este afilado,
9. Nolse permite ninguna modificacion de este equipo.
10. Rango de humedad aplicable 20% ~ 85%, rango de presidn aplicable 80Kpa ~ 106Kpa, rango
de Temperatura aplicable 0 °C ~ 60 °C. |
1. El'l el drea donde se utilizan accesorios endoscopicos de alta frecUencia, deben evitarse gases
altarmente explosivos, en caso de peligro de explosion.
12 Elste producto en el proceso de ia electricidad, las manes no pueden tocar la rampa de! mango,
-como en la imagen a.
13. éste producte en et proceso de la electricidad, el mange no debe entrar en contacto con

objeﬁos conductores externo, como en la imagen b.

Imagena Imogean b

14, IEI producto esta destinado a poblaciones adultas y adclescentes.

| |

A‘U’ZIISO

.1. Antes de utilizar, el operador deberd haber recibido entrenamiento suficlente en la manipulacidn
del lenduscoplu y estar al tanto de los riesgos relacionados per el uso.

| |

-

GerméRrSzmulewicz
armzcautico
| MP 18530

Do
§7799-APN-DNPM#ANMAT
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instrumento para ningiin otro propdsito que el use previsto,

3. l.'eerlesne manual de instrucciones por completo antes de utilizar el dispositivo.

INSPECCION DEL PRODUCTO

1. Desenrolle las pinzas, abra y cierre las tazas, verificando la operacidn suave del mango y la
accion de las tazas.

2, f.'on |Ia unidad electroquirlrgica apagada, prepare €l equipo.

Conecte firmemente el cable activo al mango y la unidad electroquiningica.

IN,STRL.UCCIOHES DE UsO .

1. Endoscdpicamente visualice e! drea de la blopsia o el pdlipo que debe ser eliminado.

2. 'Cr_:rnI las tazas cerradas, inserte las pinzas en el canal accesorio del endescopio.

3. Mueva hacia acelante las pinzas en incrementos de 1-2 ¢cm hasta que se visualice la salida del

endosz':opio.

Nota: Mantenga recto en todo momento el extrema de las pinzas que se extiende desde el ¢anal

accesorio. Permitie a las pinzas que cuelguen del canal accesoric puede causar dafios al

digpoalitivo. . ,

4. 0 €l polipo, a continuacion, abra las tazas y avance hacla €l tejido gue se tomard para la biopsia

cel pldlipu que sera eliminzado.,

5, Siguiendo las instrucciones del fabricante de la unidad electrotuirdrgica para la instalacion,

verifigue [a configuracion deseada y active la unidad.

6. Usando una ligera presion en €l mango, cierre 1as pinzas alrededor del tejido o el pdlipo. Aisle e
tejido tirando suavemente de |1a pared de la mucosa.

Awsuu Cuando se aplica corriente, aseglrese de que (a3 punta de metal de las plnzas no eritre en

contacto con el endoscopio. .

El contacto de la punta de las pinzas con el endoscopio puede resultar en aterramientn, lesion def

pacielnte y/o el operador, asi como daiios al endoscopio y/o las pinzas.

7. Mantenga una presion suave sobre el mango para mantener cerradas las tazas y retirar

sua\.-Emente las pinzas del sitlo.

8. Saga aplicanda una ligera presidn en el mango y retire las pinzas del canal. Mientras retira las

pinzas del endoscoplo, limpie el exceso de secreciones def cable.

9, Prlepare la muestra para su examen segdn las directrices institucionales.

~
M

Nt

/Fafacsulico Cg NA
baP 19530

| ; Mre Gﬁ9§6ﬂ<243887799 -APN-DNPM#ANMAT
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10. Und vez finalizado el procedimiento, y de acuerdo con las directrices institucio
residuc$ biosanitarios, apague la unidad &ectroquiriirgica, desconecte el cable activo del
luego dispanga del dispositivo. '

11, No togue el cable en el mango.

DISPqSICIﬁN DE RESIDUOS
De acuerdo con los requisitos de |3 Autoridad local para su procasamiento.
|

|
|
|

' German Szmulewicz MTG GRONPS R L

Farmaciutico
[ P 19830

IF-2017-28887799-APN-DNPM#ANMAT
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Numero: [F-2017-28887799-APN-DNPM#ANMAT

|
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Referencia: 1-47-3110-2710-17-1

El documento fue importado por el sistema GEDO con un total de 7 pagina/s.
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Mariano Pablo Manenti
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"2017-ANO DE LAS ENERGIAS RENOVABLES”

Secretaria de Politicas,
|Regu1aci6n e Institutos
ANMAT.

CERTIFICADO DE AUTORIZACION E INSCRIPCION

Expediente N°: 1-47-3110-2710-17-1

La Administracidén Nacional de Medicamentos, Alimentos y Tecnologia Médica

|
(ANMAT) certifica que de acuerdo con lo solicitado por MTG GROUP S.R.L, se

Iautoriza la inscripcion en el Registro Nacional dé Productores y Productos de
Tecnologia Médica (RPPTM), de un nuevo producto con los siguientes datos
I:dentificatorios caracteristicos:

Nombre descriptivo: Pinza caliente para biopsia, de un solo uso

|C{i:digo de identificacion y nombre técnico UMDNS: 11-775 Forceps, para Biopsia

Marca(s) de (los) producto(s) medico(s): Micro-Tech

Clase de Riesgo: III

Indicacién/es autorizada/s: este dispositivo se utiliza por via endoscépica con

corriente electroquirirgica monopolar para obtener biopsias del tejido de la

mucosa gastrointestinal y para la eliminacién de pdlipos sésiles.

ILIodelo/s: NHBF05-00018030 , NHBF55-01030030, HBF15-10123030
NHBF05-00018050, NHBF55-01030050, HBF15-10123050 |
h'IHBF05—00018080, NHBF55-01030080, HBF15-10123080
NHBF05-00018100, NHBF55-01030100, HBF15-10123100
NHBF05-00018120, NHBF55-01030120, HBF15-10123120
NHBF05-00018160, NHBF55-01030160, HBF15-10123160
NHBF05-00018180, NHBF55-01030180, HBF15-10123180
i\|lHBF05—00018200, NHBF55-01030200, HBF15-10123200

NHBF05-00018230, NHBF55-01030230, HBF15-10123230

g;



NHBF05-00018260, NHBF55-01030260, HBF15-10123260
NHBFO5- 10023030 NHBF55-01118030, HBF15-00130030
NHBF05-10023050, NHBF55- 01118050, HBF15-00130050
NHBF05-10023080,| NHBF55-01118080, HBF15-00130080
NHBF05-10023100, NHBF55-01118100, HBF15-00130100
NHBF05-10023120, NHBF55-01118120, HBF15-00130120
NHBF05-10023160, NHBF55-01118160, HBF15-00130160
NHBFO5-10023180, NHBF55-01118180, HBF15-00130180
NHBF05-10023200, lII\IHBF55-01118200, HBF15-00130200
NHBFO0S5-10023230, NHBF55-01118230, HBF15-00130230
NHBF05-10023260, NHBF55-01118260, HBF15-00130260
NHBF05-00030030, NHBF55-11123030, HBF15-01018030
,NHBF05-00030050}, NHBF55-11123050, HBF15-01018050
NHBF05-00030080} NHBF55-11123080, HBF15-01018080
NHBF05-00030100, NHBF55-11123100, HBF15-01018100
NHBF05-00030120, NI%iBF55—11123120, HBF15-01018120
NHBF05-00030160, NHBF55-11123160, HBF15-01018160
NHBF05-00030180, NHBF55-11123180, HBF15-01018180
NHBEO5-00030200, NHBF55-11123200, HBF15-01018200
NHBF05-00030230, NHBF55-11123230, HBF15-01018230
NHBF05-00030260, NHBF55-11123260, HBF15-01018260
NHBF05-00118030, NHBF55-01130030, HBF15-11023030
NHBF05-00118050, NHBF55-01130050, HBF15-11023050
NHBFO5-00118080, NHBF55-01130080, HBF15-11023080
NHBF05-00118100, NHBF55-01130100, HBF15-11023100
NHBF05-00118120, NHBIF55 01130120, HBF15-11023120
NHBF05-00118160, NHBFSS -01130160, HBF15-11023160
NHBF05-00118180, NHBF\:55 01130180, HBF15-11023180
NHBF05-00118200, NHBF55-01130200, HBF15-11023200
NHBF05-00118230, NHBF55-01130230, HBF15-11023230
NHBFO5-00118260, NHBF55-01130260, HBF15-11023260

l
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2017-ANO DE LAS ENERGIAS RENOVABLES”

IT/Iinisteriode Salud
“Secretaria de Politicas,
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NHBF05-10123030, NHBF65-00018030, HBF15-01030030
NHBF05-10123050, NHBF65-00018050, HBF15-01030050
NHBF05-10123080, NHBF65-00018080, HBF15-01030080
NHBF05-10123100, NHBF65-00018100, HBF15-01030100
NHBF05-10123120, NHBF65-00018120, HBF15-01030120
NHBF05-10123160, NHBF65-00018160, HBF15-01030160
NHBF05-10123180, NHBF65-00018180, HBF15-01030180
NHBF05-10123200, NHBF65-00018200, HBF15-01030200
NHBF05-10123230, NHBF65-00018230, HBF15-01030230
NHBF05-10123260, NHBF65-00018260, HBF15-01030260
NHBF05-00130030, NHBF65-10023030, HBF15-01118030
li\IHBF05-00130050, NHBF65-10023050, HBF15-01118050
NHBF05-00130080, NHBF65-10023080, HBF15-01118080
NHBF05-00130100, NHBF65-10023100, HBF15-01118100
NHBF05-00130120, NHBF65-10023120, HBF15-01118120
NHBF05-00130160, NHBF65-10023160, HBF15-01118160
NHBF05-00130180, NHBF65-10023180, HBF15-01118180
NHBF05-00130200, NHBF65-10023200, HBF15-01118200
NHBF05-00130230, NHBF65-10023230, HBF15-01118230
NHBF05-00130260, NHBF65-10023260, HBF15-01118260
NHBF05-01018030, NHBF65-00030030, HBF15-11123030
NHBF05-01018050, NHBF65-00030050, HBF15-11123050
NHBF05-01018080, NHBF65-00030080, HBF15-11123080
NHBF05-01018100, NHBF65-00030100, HBF15-11123100
NHBF05-01018120, NHBF65-00030120, HBF15-11123120 |
NHBF05-01018160, NHBF65-00030160, HBF15-11123160 |
NHBF05-01018180, NHBF65-00030180, HBF15-11123180 ' 1
NHBF05-01018200, NHBF65-00030200, HBF15-11123200 t
HBF05-01018230, NHBF65-00030230, HBF15-11123230
NHBF05-01018260, NHBF65-00030260, HBF15-11123260

~



|
. !
NHBF05-11023|(|)30, NHBF65-00118030, HBF15-01130030
NHBF05-11023050, NHBF65-00118050, HBF15-01130050
NHBF05-11023080, NHBF65-00118080, HBF15-01130080
NHBF05-11023100, NHBF65-00118100, HBF15-01130100
NHBF05-110231||20, NHBF65-00118120, HBF15-01130120
NHBF05-11023160, NHBF65-00118160, HBF15-01130160
NHBF05-11023180, NHBF65-00118180, HBF15-01130180
NHBF05-11023200, NHBF65-00118200, HBF15-01130200
NHBF05-11023230, NHBF65-00118230, HBF15-01130230
NHBF05—110232é0, NHBF65-00118260, HBF15-01130260
NHBF05-01030030, NHBF65-10123030, HBF55-00018030
NHBF05-01030050, NHBF65-10123050, HBF55-00018050
NHBF05-01030080, NHBF65-10123080, HBF55-00018080
NHBF05-0103010|:0, NHBF65-10123100, HBF55-00018100
NHBF05-01030120, NHBF65-10123120, HBF55-00018120
NHBF05-01030.'160, NHBF65-10123160, HBF55-00018160
NHBF05-01030180, NHBF65-10123180, HBF55-00018180
NHBF05~01030200||, NHBF65-10123200, HBF55-00018200
NHBF05-01030230, NHBF65-10123230, HBF55-00018230
NHBF05-01030260, NHBF65-10123260, HBF55-00018260
NHBF05-01118030C, NHBF65-00130030, HBF55-10023030
NHBF05—01118050|, NHBF65-00130050, HBF55-10023050
NHBFO5~01118080|f NHBF65-00130080, HBF55-10023080
NHBF05-01118100J, NHBF65-00130100, HBF55-10023100
NHBF05-01118120,; NHBF65-00130120, HBF55-100-23120
NHBF05-01118160, NHBF65-00130160, HBF55-10023160
NHBF05-01118180,|NHBF65-00130180, HBF55-10023180
NHBF05~01118200,llNHBF65—00130200, HBF55-10023200
NHBF05-01118230, NHBF65-00130230, HBF55-10023230
NHBF05-01118260, NHBF65-00130260, HBF55-10023260

NHBF05-11123030, NHBF65-01018030, HBF55-00030030
I

4 |
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_ NHBF05-11123050, NHBF65-01018050, HBF55-00030050
NHBF05-11123080, NHBF65-01018080, HBF55-00030080
NHBF05-11123100, NHBF65-01018100, HBF55-00030100
NHBFO05-11123120, NHBF65-01018120, HBF55-00030120
NHBFO05-11123160, NHBF65-01018160, HBF55-00030160
NHBFO5-11123180, NHBF65-01018180, HBF55-00030180 |
NHBF05-11123200, NHBF65-01018200, HBF55-00030200
NHBF05-11123230, NHBF65-01018230, HBF55-00030230
NHBF05-11123260, NHBF65-01018260, HBF55-00030260
NHBFO5-01130030, NHBF65-11023030, HBF55-00118030
NHBF05-01130050, NHBF65-11023050, HBF55-00118050
NHBF05-01130080, NHBF65-11023080, HBF55-00118080
NHBFO05-01130100, NHBF65-11023100, HBF55-00118100

 NHBF05-01130120, NHBF65-11023120, HBF55-00118120
NHBF05-01130160, NHBF65-11023160, HBF55-00118160
NHBF05-01130180, NHBF65-11023180, HBF55-00118180
NHBF05-01130200, NHBF65-11023200, HBF55-00118200
NHBF05-01130230, NHBF65-11023230, HBF55-00118230
NHBF05-01130260, NHBF65-11023260, HBF55-00118260
NHBF15-00018030, NHBF65-01030030, HBF55-10123030
NHBF15-00018050, NHBF65-01030050, HBF55-10123050
INHBF15-00018080, NHBF65-01030080, HBF55-10123080
NHBF15-00018100, NHBF65-01030100, HBF55-10123100
NHBF15-00018120, NHBF65-01030120, HBF55-10123120
NHBF15-00018160, NHBF65-01030160, HBF55-10123160
NHBF15-00018180, NHBF65-01030180, HBF55-10123180 .
INHBF15-00018200, NHBF65-01030200, HBF55-10123200 !
'NHBF15-00018230, NHBF65-01030230, HBF55-10123230
INHBF15-00018260, NHBF65-01030260, HBFS55-10123260

NHBF15-10023030, NHBF65-01118030, HBF55-00130030

e



|

,NHBF15-10023050,NHBF65-01118050,HBF55-00130050
NHBF15—10023680,rﬂHBF65-01118080,HBF55—00130080
NHBF15-10023100, NHBF65-01118100, HBF55-00130100
NHBF15-10023120,NHBF65-01118120,HBF55-00130120
NHBF15—10Q23i60,lﬂHBF65-01118160,HBF55-00130160

NHBF15-10023180, NHBF65-01118180,
NHBF15-10023200, NHBF65-01118200,
NHBF15-10023230, NHBF65-01118230,
NHBF15-10023260, NHBF65-01118260,
NHBF15-00030030, NHBF65-11123030,
NHBF15-00030050, NHBF65-11123050,
NHBF15-00030080, NHBF65-11123080,
NHBF15-00030100, NHBF65-11123100,
NHBF15-00030120, NHBF65-11123120,
NHBF15-00030160, NHBF65-11123160,
NHBF15-00030180, NHBF65-11123180,
NHBF15-00030200, NHBF65-11123200,
NHBFlS-OQO3|0230, NHBF65-11123230,
NHBF15-00030260, NHBF65-11123260,
NHBF15-00118030, NHBF65-01130030,
NHBF15-00118050, NHBF65-01130050,
NHBF15-00118080, NHBF65-01130080,
NHBF15-00118100, NHBF65-01130100,
NHBF15-00118120, NHBF65-01130120,
NHBF15-00118160, NHBF65-01130160,
NHBF15-00118180, NHBF65-01130180,
NHBF15-00118200, NHBF65-01130200,
NHBF15-00118230, NHBF65-01130230,

HBF55-00130180
HBF55-00130200
HBF55-00130230
HBF55-00130260
HBF55-01018030
HBF55-01018050
HBF55-01018080
HBF55-01018100
HBF55-01018120
HBF55-01018160
HBF55-01018180
HBF55-01018200
HBF55-01018230
HBF55-01018260
HBF55-11023030
HBF55-11023050
HBF55-11023080
HBF55-11023100
HBF55-11023120
HBF55-11023160
HBF55-11023180
HBF55-11023200
HBF55-11023230

NHBF15~bO¥18260,NHBF65-01130260,HBF55-11023260
NHBF15-10123030,E18F05-00018030,l%BF55—01030030
NHBF15-10i23050,}18F05—00018050,IﬁBF55—01030050

A
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NHBF15-10123080, HBF05-0001808C, HBF55-01030080
NHBF15-10123100, HBF05-00018100, HBF55-01030100
NHBF15-10123120, HBF(5-00018120, HBF55-01030120
NHBF15-10123160, HBF05-00018160, HBF55-01030160 !
NHBF15-10123180, HBF05-00018180, HBF55-01030180
NHBF15-10123200, HBF05-00018200, HBF55-01030200
NHBF15-10123230, HBF05-00018230, HBF55-01030230
NHBF15-10123260, HBF05-00018260, HBF55-01030260
. NHBF15-00130030, HBF05-10023030, HBF55-01118030
| NHBF15-00130050, HBFQ5-10023050, HBF55-01118050
NHBF15-00130080, HBF05-10023080, HBF55-01118080
NHBF15-00130100, HBF05-10023100, HBF55-01118100
NHBF15-00130120, HBF05-10023120, HBF55-01118120
NHBF15-00130160, HBF05-10023160, HBF55-01118160
; NHBF15-00130180, HBF05-10023180, HBF55-01118180
NHBF15-00130200, HBF05-10023200, HBF55-01118200 -
NHBF15-00130230, HBF05-10023230, HBF55-01118230
NHBF15-00130260, HBF05-10023260, HBF55-01118260
| NHBF15-01018030, HBF05-00030030, HBF55-11123030
NHBF15-01018050, HBF05-00030050, HBF55-11123050
NHBF15-01018080, HBF05-00030080, HBF55-11123080
NHBF15-01018100, HBF05-00030100, HBF55-11123100
NHBF15-01018120, HBF05-00030120, HBF55-11123120
NHBF15-01018160, HBF05-00030160, HBF55-11123160
NHBF15-01018180, HBF05-00030180, HBF55-11123180
NHBF15-01018200, HBF05-00030200, HBF55-11123200
NHBF15-01018230, HBF05-00030230, HBF55-11123230
NHBF15-01018260, HBF05-00030260, HBF55-11123260
NHBF15-11023030, HBF05-00118030, HBF55-01130030
NHBF15-11023050, HBF05-00118050, HBF55-01130050

A




NHBF15-110i23080, HBF05-00118080, HBF55-01130080
NHBF15—110!23100, HBF05-00118100, HBF55-01130100
NHBF15-11023120, HBF05-00118120, HBF55-01130120
NHBF15-11023160, HBF05-00118160, HBF55-01130160.
NHBF15- 110231‘80 HBF05-00118180, HBF55-01130180
NHBF15- 11023400 HBF05-00118200, HBF55-01130200
NHBF15-110232!30, HBF05-00118230, HBF55-01130230
NHBF15-11023260, HBF05-00118260, HBF55-01130260
NHBF15-01030030, HBF05-10123030, HBF65-00018030
NHBF15—010!30050, HBF05-10123050, HBF65-00018050
NHBF15-01030080, HBF05-10123080, HBF65-00018080
NHBF15-01030100, HBF05-10123100, HBF65-00018100
NHBF15- 01030]L|20 HBF05-10123120, HBF65-00018120
NHBF15—010301‘60, HBF05-10123160, HBF65-00018160
NHBF15-010301‘80, HBF05-10123180, HBF65-00018180
NHBF15-010302IOO, HBF05-10123200, HBF65-00018200
NHBF15—01030230, HBF05-10123230, HBF65-00018230
NHBF15—010!30;260, HBF05-10123260, HBF65-00018260
NHBF15-01118030, HBF05-00130030, HBF65-10023030
NHBF15-01118050, HBF05-00130050, HBF65-10023050
NHBF15-01118080, HBFO5-00130080, HBF65-10023080
NHBF15-011181|00, HBF05-00130100, HBF65-10023100
NHBF15-01118]J20, HBF05-00130120, HBF65-10023120
NHBF15—01118]J!60, HBF05-00130160, HBF65-10023160
NHBF15-01118180, HBF05-00130180, HBF65-10023180
NHBF15-011}82_00, HBF05-00130200, HBF65-10023200
NHBF15-01118230, HBF05-00130230, HBF65-10023230
NHBF15-01118260, HBF05-00130260, HBF65-10023260
NHBf15-11123030, HBF05-01018030, HBF65-00030030
NHBF15-11123050, HBF05-01018050, HBF65-00030050

NHBF15-11 1230|80 , HBF05-01018080, HBF65-00030080
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NHBF15-11123100, HBF05-01018100, HBF65-00030100 -
NHBF15-11123120, HBF05-01018120, HBF65-00030120 !
NHBF15-11123160, HBF05-01018160, HBF65-00030160
NHBF15-11123180, HBF05-01018180, HBF65-00030180

fi\JHBF15-11123200, HBF05-01018200, HBF65-00030200

NHBF15-11123230, HBF05-01018230, HBF65-00030230
I|\JHBF15-11123260, HBF05-01018260, HBF65-00030260
NHBF15-01130030, HBF05-11023030, HBF65-00118030
NHBF15-01130050, HBF05-11023050, HBF65-00118050
NHBF15-01130080, HBF05-11023080, HBF65-00118080
NHBF15-01130100, HBF05-11023100, HBF65-00118100
NHBF15-01130120, HBF05-11023120, HBF65-00118120
NHBF15-01130160, HBF05-11023160, HBF65-00118160
NHBF15-01130180, HBF05-11023180, HBF65-00118180
NHBF15-01130200, HBF(G5-11023200, HBF65-00118200

NHBF15-01130230, HBF05-11023230, HBF65-00118230

NHBF15-01130260, HBF05-11023260, HBF65-00118260
ILHBF55-00018030, HBF05-01030030, HBF65-10123030
NHBF55-00018050, HBF05-01030050, HBF65-10123050
NHBF55-00018080, HBF05-01030080, HBF65-10123080
NHBF55-00018100, HBF05-01030100, HBF65-10123100
NHBF55-00018120, HBF05-01030120, HBF65-10123120
NHBF55-00018160, HBF05-01030160, HBF65-10123160
NHBF55-00018180, HBF05-01030180, HBF65-10123180
NHBF55-00018200, HBF05-01030200, HBF65-10123200
NHBF55-00018230, HBF05-01030230, HBF65-10123230
NHBF55-00018260, HBF05-01030260, HBF65-10123260 |
f\!«IHBF55-10023030, HBF05-01118030, HBF65-00130030
NHBF55-10023050, HBF05-01118050, HBF65-00130050

NHBF55-10023080, HBF05-01118080, HBF65-00130080

A



NHBF55-1002§100, HBF05-01118100, HBEF65-00130100
NHBF55-10023120, HBF05-01118120, HBF65-00130120
NHBF55-10l023160, HBF05-01118160, HBF65-00130160
NHBF55-10023180, HBF05-01118180, HBF65-00130180
NHBF55-10|023200, HBF05-01118200, HBF65-00130200
NHBF55-10023230, HBF05-01118230, HBF65-00130230
NHBF55-1002!3260, HBF05-01118260, HBF65-00130260 .
NHBF55-00030030, HBF05-11123030, HBF65-01018030
NHBF55-00030050, HBF05-11123050, HBF65-01018050
NHBF55-0003|0080, HBF05-11123080, HBF65-01018080
NHBF55-00030100, HBF05-11123100, HBF65-01018100
NHBF55-00030120, HBF05-11123120, HBF65-01018120
NHBF55-0003‘0160, HBF05-11123160, HBF65-01018160
NHBF55-00030180, HBF05-11123180, HBF65-01018180
NHBF55-OOO3i0200, HBF05-11123200, HBF65-01018200
NHBF55-00030230, HBF05-11123230, HBF65-01018230
NHBF55-00030260, HBF05-11123260, HBF65-01018260
NHBF55—0011I8030, HBF05-01130030, HBF65-11023030
NHBF55-00118050, HBF05-01130050, HBF65-11023050
NHBF55-00118080, HBF05-01130080, HBF65-11023080
NHBFSS-OOI]J:SIOO, HBF05-01130100, HBF65-11023100
NHBF55-00118120, HBF05-01130120, HBF65-11023120
NHBF55—0b118160, HBF05-01130160, HBF65-11023160
NHBF55-0011|8180, HBF05-01130180, HBF65-11023180
NHBF55-00118200, HBF05-01130200, HBF65-11023200
NHBF55-00118230, HBF05-01130230, HBF65-11023230
NHBF55-00118260, HBF05-01130260, HBF65-11023260
NHBF55-10123030, HBF15-00018030, HBF65-01030030
NHBF55-1i0123050, HBF15-00018050, HBF65-01030050
NHBF55-101£3080, HBF15-00018080, HBF65-01030080

NHBF55-10123100, HBF15-00018100, HBF65-01030100

P
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NHBF55-10123120, HBF15-00018120, HBF65-01030120
NHBF55-10123160, HBF15-00018160, HBF65-01030160
|NHBF55-10123180, HBF15-00018180, HBF65-01030180
'NHBF55-10123200, HBF15-00018200, HBF65-01030200
lNHBF55-10123230, HBF15-00018230, HBF65-01030230
/NHBF55-10123260, HBF15-00018260, HBF65-01030260
‘NHBF55-00130030, HBF15-10023030, HBF65-01118030
NHBF55-00130050, HBF15-10023050, HBF65-01118050
NHBF55-00130080, HBF15-10023080, HBF65-01118080
‘NHBF55-00130100, HBF15-10023100, HBF65-01118100
.NHBF55-00130120, HBF15-10023120, HBF65-01118120
‘NHBF55-00130160, HBF15-10023160, HBF65-01118160
- NHBF55-00130180, HBF15-10023180, HBF65-01118180
‘ NHBF55-00130200, HBF15-10023200, HBF65-01_118200
NHBF55-00130230, HBF15-10023230, HBF65-01118230
. NHBF55-00130260, HBF15-10023260, HBF65-01118260
" NHBF55-01018030, HBF15-00030030, HBF65-11123030
NHBF55-01018050, HBF15-00030050, HBF65—11123050
| NHBF55-01018080, HBF15-00030080, HBF65-11123080
NHBF55-01018100, HBF15-00030100, HBF65-11123100
NHBF55-01018120, HBF15-00030120, HBF65-11123120
NHBF55-01018160, HBF15-00030160, HBF65-11123160
NHBF55-01018180, HBF15-00030180, HBF65-11123180
NHBF55-01018200, HBF15-00030200, HBF65-11123200
NHBF55-01018230, HBF15-00030230, HBF65-11123230
NHBF55-01018260, HBF15-00030260, HBF65-11123260
NHBF55-11023030, HBF15-00118030, HBF65-01130030
NHBF55-11023050, HBF15-00118050, HBF65-01130050
NHBF55-11023080, HBF15-00118080, HBF65-01130080
NHBF55-11023100, HBF15-00118100, HBF65-01130100

~



|
NHBF55-11023120, HBF15-00118120, HBF65-01130120
NHBF55-11023|160, HBF15-00118160, HBF65-01130160
NHBF55-11023|180, HBF15-00118180, HBF65-01130180
NHBF55-11023200, HBF15-00118200, HBF65-01130200
NHBF55-11023230, HBF15-00118230, HBF65-01130230
NHBF55-11023260, HBF15-00118260, HBF65-01130260

|
NHBF05-11018120 , NHBF05-11018160, NHBF05-11018230

Periodo de vida Util: cuatro (4) afios
Condicion de uso: venta exclusiva a profesionales e instituciones sanitarias

Nombre del fa|bricante: Micro-Tech (Nanjing) Co. Ltd.

Lugar/es de elaboracién: No.10 Gaoke Third Road, Nanjing National Hi-Tech,

|
Industrial Development Zone, Nanjing, 210032, Jiangsu Province, P. R.l| China,

China. |

|
Se extiende (|a| presente Certificado de Autorizacién e Inscripcién del PM- 1991-
147, con una vigencia de cinco (5) afios a partir de la fecha de la Disposicion

autorizante.

Expediente N° 1-47-3110-2710-17-1

is osiciéln . 1 5 lC 7
el X P21 2-Y Sl
|

Dr. ROBERYD LEDE
Subadministrador Nagiosal
. A N.M.AT.
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