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Detalle de Kit

Nimero
No-  Serial de Kit
1 1

Nimero Serial de Kit

Nombre de Kit

Nombre de Producto.

Nombre de Kit

GeneXpert Dx System

Nombre de Producto

= Collection device for GX
* Cepheid Collection device (
= Nasal Collection Kit 50

= Nasal Collection Kit 100

= Urine collection Kit

= Swab collection kit

* Single Swab (120 units)

Uso de Dispositivo Médico

CONSUMIBLES DEL EQUIPO

* Collection device for GX (900-0370)

= Cepheid Collection device (Pack of 500)
(SWAB-500)

= Nasal Collection Kit 50 (NASL-100N-050)

* Nasal Collection Kit 100 (NASL-100N-100)

= Urine collection Kit (CT/NGURINE-50)

* Swab collection kit (CT/NGSWAB-50)

* Single Swab (120 units) (SDPS-120)

* Collection Kit A, urine, CE only, 50 (URINE/A-
s0-CE)

* Collection kit A, urine, 50 (URINE/A-50)

= Collection Kit A SWAB-CE-IVD, 50 (SWAB/A-
50)

* Collection Kit A SWAB (SWAB/A-50)
= Nasal swab collection kit (SWAB/B-100)

= PreservCyt 20 ml-vial solution x 50

(PreservCyts0)

* CERVEX BRUSH blue handle, 25 pes bag
(CERVEXBRUSH2S)

= Ebola Sample collection swab (SWAB/E-50)
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Nombre de Kit

GeneXpert Dx System

Nombre de Producto Uso de Dispositivo Médico
= GeneXpert 6-COLOR MODU CONSUMIBLES DEL EQUIPO.

* GeneXpert XVI 4 to 8 sites

* GeneXpert XVI 8 to 12 sites

* GeneXpert XVI 12 to 16 site

* Xpert Check.

* Xpert Check

* Transport Case for GX R2 w

Nomero Seral de Kt I

Nombre de Kt I

Nombre de Producto.

Uso de Dispositivo Médico.

Presentacién Comercial

* GeneXpert 6-COLOR MODULE ADD ON
(GXSINGLEADD)

= GeneXpert XVI 4 to 8 sites add-on
(®Xxv144DD)

= GeneXpert XVI 8 to 12 sites add-on
(®Xxv184DD)

* GeneXpert XVI 12 to 16 sites add-on
(®XxXV1124DD)

* Xpert Check (XPERTCHECK-CE-5)

* Xpert Check (XPERTCHECK-US)

= Transport Case for GX R2 with laptop (301-
0177)

= UPS for GeneXpert (NOT for Infinity)
(ABCEB00-11)

= Genexpert 16-Cartridge Tray (300-0493)

* GeneXpert 32-Cartridge Tray (300-0494)

= GeneXpert DX Software upgrade
(GX4.05WKIT)

= Computer Monitor (CMPTR-MONITOR)

= Baw Printer/USB cable (PRINTER-B&W)

= 2D Barcode Scanner (800-0232)

= Desktop computer for GeneXpert (CMPTR-DT-
GxDX)

= Laptop computer for GeneXpert (CMPTR-LT-
GXDX)
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
9 1 GeneXpert Dx System

Nombre de Producto Uso de Dispositivo Médico
= SC-SERVICE-CALIBRATION PARTES, REPUESTOS Y PIEZAS

= SC-CALIBRATION DYES

= GX-SERVICE-CALIBRATION

* GX-4COLOR-CALIBRATION.

* GX-6COLOR-CALIBRATION.

= GX-SERVICE-REPAIR-PACK

= SC CALIBRATION

Nomero Seral de Kt I

Nombre de Kt I

Nombre de Producto.

Uso de Dispositivo Médico.

Presentacién Comercial

Datos de Autorizacién

Nombre de Autorizante

HEMPLEN LORENA ZAMBRANO SAENZ DE VITE  Cargo de Autorizante

* SC-SERVICE-CALIBRATION-PACKAGE (SC-
caLKIT)

= SC-CALIBRATION DYES (SC-CAL-DYES)

* GX-SERVICE-CALIBRATION-PACKAGE (GX-
caLKIT)

* GX-4COLOR-CALIBRATION-DYES (GX-
4COLOR-DYES)

* GX-6COLOR-CALIBRATION-DYES (GX-
6COLOR-DYES)

* GX-SERVICE-REPAIR-PACKAGE (GX-REPAIR-
KIT®)

* SC CALIBRATION (SC-CAL-18)

= GX FIXED PRICE MODULE EXCHANGE (GX-
EXCHANGE-1M)

* GX FIXED PRICE MODULE CALIBRATION (GX-
CAL-1M)

= GX4 SERVICE CONTRACT 1 MODULE 1 YEAR
(Gxa-1-12M)

= GX4 SERVICE CONTRACT 2 MODULE 1 YEAR
(Gxa-2-12M)

* GX4 SERVICE CONTRACT 3 MODULE 1 YEAR
(Gxe-3-12M)

* GX4 SERVICE CONTRACT 4 MODULE 1 YEAR
(Gxa-4-12M)

* GX16 SERVICE CONTRACT 4 MODULE 1 YEAR
(GX16-4-12M)

* GX16 SERVICE CONTRACT & MODULE 1 YEAR

‘COORDINADY (GX16-8-12M)
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* GX16-SERVICE CONTRACT 12 MODULE 1

Detalle de Kit YEAR (GX16-12-12M)
* GX16 SERVICE CONTRACT 16 MODULE 1 YEAR
Nimero i tivo Mé (Gx16-16-12M)
No. g Nimero Nombre de kit Nombre de Producto Uso de Dispositivo Médico
Serial de kit " * Assembly, Fan, 40mm x 40mm x 20 mm, 12
4 1 GeneXpert Dx System * GX16-SERVICE CONTRACT PARTES, REPUESTOS Y PIEZAS Vde, Gt (700-3370)

S e Vi o * Assembly, Module, GX, 6-Color, Matherboard
* Assembly, Fan, 40mm x 401 11 (300-0491)
S P o * Assembly, GX4 Gateway Board, DC/DC (700-
* Assembly, GX4 Gateway Be 3183)
* Fuse, 3.15 Amp, 250 V, Tim * Fuse, 3.15 Amp, 250 V, Time Lag Type, 5 mm
* Assembly, Fan, 120mm x 1 x 20 mm, [EC60127 (100-3033)

= Assembly, Fan, 120mm x 120mm x 25 mm, 12
Vdc, GX4 (700-3410)

= Power Supply fan (700-2405%%)

* Ejector (300-7146)

* Cover, Module Bay, Painted (300-2659)

* Power supply GX-4 (300-0115)

* Desktop computer w/SW (800-0260)

* Laptop computer w/SW (800-0261)

* Hangheld Scanner (800-0232)

Nimero Serial de Kit

Nombre de Kit

[
[
Nombre de Producta [

Uso de Dispositivo Médico
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Detalle de Kit

Nimero
No. g MNimere it Nombre de Kit
s 1 GeneXpert Dx System

Nombre de Producto

* Genexpert 1V, 2 Site Syster
* GeneXpert 1V, 4 Site Syster
= GeneXpert XV1, 4 Site Syst
= GeneXpert XVI, 8 Site Syst
= GeneXpert XVI, 12 Site Sys
= GeneXpert XVI, 16 Site Sys
* Genexpert 1V, 2 Site Syster

Uso de Dispositivo Médico

PARTES, REPUESTOS Y PIEZAS.

* GeneXpert 1V, 2 Site System w/Desktop, V2.1
Dx SW (GXIV-2 N1-6R)

= Genexpert 1V, 4 Site System w/Desktop &
V2.1 Dx SW (GXIV-4 N1-6R)

* GeneXpert XVI, 4 Site System w/Desktop &
V2.1 Dx SW (GXXVI-4 N1-6R)

* GeneXpert XVI, 8 Site System w/Desktop &
V2.1 Dx SW (GXXVI-8 N1-6R)

* GeneXpert XV1, 12 Site System w/Desktop &
V2.1 Dx SW (GXXVI-12 N1-6R)

* GeneXpert XVI, 16 Site System w/Desktop &
V2.1 Dx SW (GXXVI-16 N1-6R)

* GeneXpert 1V, 2 Site System w/Laptop, V2.1

Nomero Seral de Kt I

Dx SW (GXIV-2 N3-6R)
= GeneXpert 1V, 4 Site System w/Laptop & V2.1

Nombre de Kt I

Dx SW (GXIV-4 N3-6R)
= GeneXpert XVI, 4 Site System w/Laptop &

e e [

V2.1 Dx SW (GXOXVI-4 N3-6R)
V21DxSW(GXXVI-4N3-6R)
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1

GeneXpert Dx System

* GeneXpert XVI, 8 Site Systi PARTES, REPUESTOS Y PIEZAS
= GeneXpert XVI, 12 Site Sys

= GeneXpert XVI, 16 Site Sys

= Monitor

= Barcode Scanner

* GeneXpert XVI, 8 Site System w/Laptop &
V2.1 Dx SW (GXXVI-8 N3-6R)

* GeneXpert XVI, 12 Site System w/Laptop &
V2.1 Dx SW (GXXVI-12 N3-6R)

* GeneXpert XVI, 16 Site System w/Laptop &
V2.1 Dx SW (GX0XVI-16 N3-6R)

= Monitor

= Barcode Scanner
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
7 1 GeneXpert Dx System

Nombre de Producto Uso de.

positivo Médico

= GeneXpert 6-Color Module | PARTES, REPUESTOS Y PIEZAS
= Ferrite, Snap On, Bead, 25¢

= Ferrite, Snap On, Bead, 27%

* Door, Short, Finished, GX

* Door Ejector, 0.230 in. Side

* Grounding Bridge (Bracket)

= Spring Door, straight, GX

Nomero Seral de Kt I

Nombre de Kt I

* GeneXpert 6-Color Module (Exchange Price for
Certified Pre-Owned Module) (500-0386R)

= Ferrite, Snap On, Bead, 250 Ohm@100MHz
(100-303)

= Ferrite, Snap On, Bead, 275 Ohm@100MHz
(100-3041)

= Door, Short, Finished, GX (300-1430)

* Door Ejector, 0.230 in. Side Catch (300-5642)
* Grounding Bridge (Bracket) (300-4307)

* Spring Door, straight, GX (300-1299)

= Rj45 Communication Cable (connected from
Module to Power Supply) (700-0482)

= Power Cable (Connected from Module to Power
Supply) (700-0488)

* LED, Dual, Bicolor, LN112WP23 (Front) (100~
1159)
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Detalle de Kit

Nimero
No. g MNimere it Nombre de Kit
s 1 GeneXpert Dx System

Nombre de Producto Uso de Dispositivo Médico
* Ferrite, Snap On, Bead, 250 PARTES, REPUESTOS Y PIEZAS

= Ferrite, Snap On, Bead, 27

= Screw, 4-40 UNC, PH, PH, 2

* Screw, Thread Form, M2.2,

* Rj45Communication cable (

= Power Cable (Connected frc

* FUSE, 3.15A, 250V, Time Lt

Nomero Seral de Kt I

Nombre de Kt I

* Ferrite, Snap On, Bead, 250 Ohm@100MHz
(Snapped on Power Cable) (100-3039)

= Ferrite, Snap On, Bead, 275 Ohm@100MHz
(Snapped on Rjés Cable) (100-3041)

= Screw, 4-40 UNC, PH, PH, 250 (Used to
assemble most of the Module and Power
Supplies) (200-0184)

= Screw, Thread Form, M2.2, TORX Plus, PH,
8mm (Used to assemble most of the GX Module)
(200-0522)

= Rj45Communication cable (connected from
Module to Power Supply) (700-0482)

= Power Cable (Connected from Module to Power
Supply) (700-0488)

* FUSE, 3.154, 250V, Time LAG type, SMM x 20
MM, IEC60127 (100-3033)
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
s 1 GeneXpert Dx System

Nimero Serial de Kit

Nombre de Kit

Nombre de Producto.

Uso de Dispositivo Médico

Nombre de Producto Uso de Dispositivo Médico

= Power Supply, 75W, 24V, PI PARTES, REPUESTOS Y PIEZAS
= Silicone Cover Cap.

* Screw, 0.250 UNC, SHC, FH

* FOOT,.394"L,.709" OD, DRI

= Cover, Module Bay, MLD, G

= Shield, EMI, Module Bay.

= Gasket, EMI, Soft Shield, D

* Power Supply, 75W, 24V, PFC, NO Chassis,
Remote Control, Low Leakage (100-3055)

= Silicone Cover Cap (200-0548)

* Screw, 0.250 UNC, SHC, FH, 1.000" L, SST
(200-0120)

* FOOT,.394'L,.709" OD, DRIVE PIN, RUBBER
(200-0564)

* Cover, Module Bay, MLD, GX (300-2624)

* Shield, EMI, Module Bay (300-4484)

= Gasket, EMI, Soft Shield, D Profile, 0.375 Hx
0.500 (300-4712)

= Power Supply, Framed, GeneXpert (700-2438)
= Assy, Cable, Cat-5, Crossover, 7 FT (700~

0555)
= Assembled Power Supply 75W/30W (700-

0550)
* LEAD (700-2531)

= DC Cable Harness (700-0578)
= Power Supply Remote Cable (700-0579)

= AC Power Supply Cable (700-0486)
* AC Ground Cable (700-0485)
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
10 1 GeneXpert Dx System

Nombre de Producto

= LED Power Indicator
= Tape, Teflon, 1 in. Wide, 36
= Protective Earth Ground sti
= Foam Media, 45PPI, 92 MM
* Power Supply, 30W, +5/+1.
= Power Supply, 75W, 24V, Pl
= Terminal Strip, 2x4 POS, 6-

Uso de Dispositivo Médico

PARTES, REPUESTOS Y PIEZAS.

* LED Power Indicator (700-0820)

= Tape, Teflon, 1 in. Wide, 36 yard long (001-
0048)

= Protective Earth Ground sticker, 0.375 (001-
0026)

* Foam Media, 45PPL, 92 MM FAN (001-1271)
* Power Supply, 30W, +5/+12V/-12V, NO
CHASSIS, LOW LEAKAGE (100-3054)

= Power Supply, 75W, 24V, PFC, NO CHASSIS,
REMOTE CONTROL, LOW LEAKAGE (100-3055)
= Terminal Strip, 2x4 POS, 6-32 Clamp Screws
(100-3091)

* Jumper, Slotted, 0.438 (100-3120)

Nimero Serial de Kit

= Adhesive Plastic Clips to hold cables (200-
0158)

Nombre de Kit

= Adhesive Plastic Clips to hold cables (200-

o188)

* Nut, KEP, 8-32 UNC, SST (200-0218)
* Screw, 8-32 UNC, PH, PH, 0.500 in. L, SST

[
[
Nombre de Producto [
T

(200-0256)
J200-0208)
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
1 1 GeneXpert Dx System

Nombre de Producto Uso de Dispositivo Médico
* Screw, 8-32 UNC, PH, PH, 6 PARTES, REPUESTOS Y PIEZAS

= WASHER, FLAT, # 8,.172'IC

* SCREW, 8-32 UNC, PH, PH,

* SCREW, 8-32 UNC, PH, TRL

= NUT, 8-32 UNC, HEX, SST

* SCREW, 8-32 UNC, PH, FH,.

* FOOT, HARD RUBBER, 8-32

Nomero Seral de Kt I

Nombre de Kt I

Nombre de Producto.

Uso de Dispositivo Médico.

* Screw, 8-32 UNC, PH, PH, 625°L, SST (200~
2214)

* WASHER, FLAT, #
8,:172"ID,.375"0D,.032"THK, 188 SST (200-
0354)

* SCREW, 8-32 UNC, PH, PH,. 438"L, SEMS EXT,
SST (200-2085)

* SCREW, 8-32 UNC, PH, TRUSS HD,.312'L, SST
(200-2765)

= NUT, 8-32 UNC, HEX, SST (200-0552)

* SCREW, 8-32 UNC, PH, FH,. 750"L, SST (200-
2161)

* FOOT, HARD RUBBER, 8-32 UNC, 1.46 (200-
2212)

= SCREW, LAG,. 375'DIA,.. 562°HT X.25'W
HEAD (200-2237)

* WASHER, SPRING LOCK,.25",.260"ID,.487'0D
(200-2336)

* SCREW, 250-20 UNC, CAP, HEX, SERRATED
(200-2238)

* SCREW, 8-32 UNC, PH, PH,.500'L, SEMS, SST
(200-2236)
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* Screw, Thd, Form, M4.0, PH, FL, 12MM L, STL,
Detalle de Kit NIC (200-0561)
= Nut, KEP, 4-40 UNC, SST (200-0170)

Nimero * SCREW, 4-40 UNC, PH, PH, 250 (200-0184)

No. g . Nombre de Kit Nombre de Producto Uso de Dispositivo Médico
Serial deat " * Silicone Cover Cap (200-0548)

12 1 GeneXpert Dx System = Screw, Thd, Form, M4.0, PH PARTES, REPUESTOS Y PIEZAS. * Screw, 8-32 UNC, PHPH,.250°L, SEMS, SST
* Nut, KEP, 4-40 UNC, SST (200-0164)
* SCREW, 4-40 UNC, PH, PH, * FOAM, STRIP, RUBSER, ADHESIVE BACKED
* Silicone Cover Cap. (200-1077)
* Screw, 8-32 UNC, PH,PH, . * Round Handle (200-2200)
* FOAM, STRIP, RUBBER, ADH * Screw, 6-32 UNC, PH, FH, UNDERCUT (200~
* Round Handle. 2235)

* Screw, 4-40 UNC, PH, FH, Undercut (200-2187)
* Standoff, Threaded, 6-32, 5/32x1/40D, ALUM
(200-3113)

= Screw, 6-32 UNC, PH, FH, 2.000 (200-3112)

* Filter Guard, Metal, S2MM FAN (200-2175)

* Guard Retainer (200-2411)

* washer, Lock, Splt, SHCS (200-0701)

* LED Lens (300-1185)

= Ship Mount (300-4737)

Nimero Serial de Kit

Nombre de Kit

[
[
Nombre de Producta [

Uso de Dispositivo Médico
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
13 1 GeneXpert Dx System

Nombre de Producto

* Light Pipe Power Indicator
= Mounting Plate, Led, Power
= Cover, Module Bay, MLD, G
= Shield, EMI, Module Bay

* Gaste, EMI, Soft Shield, D F
= Assembled Power Supply A
= FAN, 40x40x20MM, 12VDC;

Uso de Dispositivo Médico

PARTES, REPUESTOS Y PIEZAS.

* Light Pipe Power Indicator (300-4573)

* Mounting Plate, Led, Power Indication (300~
4553)

* Cover, Module Bay, MLD, GX (300-2624)

* Shield, EMI, Module Bay (300-4484)

* Gaste, EMI, Soft Shield, D Profile, 0.375 H x
0.500W, 6.250 L (300-4712)

* Assembled Power Supply AK.A (700-2330S)
* FAN, 40x40x20MM, 12VDC,3.0 (700-2531)
* CD Cable Harness (700-0578)

* Power Supply Remote Cable (700-0579)

* AC Cable (8Rack to Chassis) (700-2394)

* AC Cable (8Rack to Cosel) (700-2395)

Nomero Seral de Kt I

= LED Power Indicator (700-0820)
* ASSY, CABLE, AC, 8-RACK TO COSEL, LONG

Nombre de Kt I

(700-23%6)

* ASSY, CABLE, CAT-5, CROSSOVER, 7 FT,

I I

GREY (700-0555)
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Detalle de Kit

Nimero .
No. g MNimere it Nombre de Kit
14 1 GeneXpert Dx System

Nombre de Producto

= Assembly, Cable, Serial, 35 PARTES, REPUESTOS Y PIEZAS
= Assembly, Cable, Terminal
= Assembly, Cable, AC, Term
= Assembly, Cable, AC, Inlet
= Assembly, Strap, Ground, C
= ASSY, FAN, 92x92x25MM, 1
= 12V Ethernt Switch Back Pa

Nomero Seral de Kt I

Nombre de Kt I

e ‘

* Assembly, Cable, Serial, 36 in. L, GeneXpert
(700-0770)

= Assembly, Cable, Terminal Block to AC Panel,
GX16 (700-2400)

= Assembly, Cable, AC, Terminal Block to Traco
AC, GX16 (700-2400)

* Assembly, Cable, AC, Inlet to Terminal Block,
GX16 (700-2402)

= Assembly, Strap, Ground, Chassis, GX16 (700-
2413)

= ASSY, FAN, 52x32x25MM, 12VDC (700-3166)
= 12V Ethernt Switch Back Panel (700-2551)

= Cabinet Fans Cable Extender (700-2694)

= Ethernet Switch (700-2404)

* Switch, 5 PORT 10/100, NETGEAR FS105 (800~
0217)

= Cover, Top, Finished, GX (300-1192)

= Cover, Left, Finished, GX (300-1194)

= Cover, Back, Finished, GX (300-1197)
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No-  Serial de Kit

15 1

Nimero Serial de Kit

Nombre de Kit

GeneXpert Dx System

Nombre de Producto Uso de Dispositivo Médico

= ER, Front, Lower, Finished, | PARTES, REPUESTOS Y PIEZAS
= Subplate for Power Supply.

= Cover, Left, GX

= Assembly, PCB, GX-Gatews

* Chassis, Main, 8 Site, GX16

= Double-Wide Subplate for P

* Assembly, Power Supply, G

* ER, Front, Lower, Finished, GX (300-2088)

* Subplate for Power Supply 75W/30W (300~
1476)

* Cover, Left, GX (300-2628)

* Assembly, PCB, GX-Gateway (700-0521)

* Chassis, Main, & Site, GX16 (300-4171)

= Double-Wide Subplate for Power Supply.
75W/30W (300-4211)

* Assembly, Power Supply, GX16 (700-2330S)
= Assembly, Cabinet, Molded Skins, GX16 (700-

2962)
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No.  Gerial de Kit Nombre de Kit Nombre de Producto Uso de Dispositivo Médico

16 1 Genexpert Dx System = Network switch ( include if t COMPONENTES DEL SISTEMA
=2 D Barcode scanner
= Power cord, type: [EC-320-
= International for: GeneXper
= DC Adapter Power cable (
= CAT-5 Ethernet crossover ¢

Nimero Serial de Kit

Nombre de Kit

Nombre de Producto.

Uso de Dispositivo Médico.

Presentacién Comercial

Datos de Autorizacion =

Nombre de Autorizante HEMPLEN LORENA ZAMBRANO SAENZ DE VITE  Cargo de Autorizante. COORDINADORA GENERAL TECNICA DE CERT]
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Ventanilla Onica Ecuatoriana

Consulta de Certificado

= Nimero de Solicitud 16929809201700000054P

= Nimero de Emisién de

Certificado MTDFAIOAT3S3670

Certificado de Inscripcion de Registro Sanitario de Dispositivos Médicos Extranjeros

Datos Basicos

Nimero de Solicitud 16929809201700000054P

Nimero de Registro Sanitario | 3344-DME-0118

Fecha de Vigenia de Registro
S b=

16/01/2023

Tipo de Inscripcién (®) General () Homologacién

Datos de Solicitante
Ciasificacién de Solicitante (® Persona Juridica () Persona Natural

Tipo de Solicitante

1

Fecha de Solicitud 12/09/2017
Fecha de Emisién de Registro

Fecha de Reg 16/01/2018
Ciudad de Emisién de Registro

Sanitario = [QUETO)

Nimero de Identificacién de Ia
Empresa Solictante (RUC)

Cargo de Solicitante

1791739477001

RESPONSABLE TECNICO

Nombre o Razén Social de

Nohreg [SISTENAS DE SALUD ROGARSYSTEN S.A.

Representant Legal Soltente [WANUEL ALBERTO QUIIANO DUQUE

Pais de Solicitante ECUADOR

Cantén/Gludad de Ia Empresa

Soptén/ci GUAYAQUIL

Provincia de la Empresa

il

Soliitante =S
Parroquia de la Empresa
Slidtante " [E=er

Direccién de la Empresa
Sohiante.

[T0D0S Lo SANTOS * 201 Y AV JORGE PEREZ CONCHA
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Nombre de Solicitante | MANUEL ALBERTO QUUANO DUQUE

Tt e sl s [or9
e s -
et [ T e
R

Titular de producto [cepnero

i i e e Cuto sl T e

irecin de Tiulr de Producio 304 CARIBBEAN DRIVE SUNNYVALE, CA USA 54085

Teléfono de Titular de Producto [4084008395

Datos de Fabricante (Principal)

|‘a |
4
m
El

E——
e EsTD0S UNIDOS e
Grecion de fobricanie 304 CARIBBEAN DRIVE SUNNYVALE, CA USA 54085

Datos de Fabricante (Altemo)

Nombre de Fabricante

Pafs de Fabricante. Ciudad de Fabricante

H@i@ i@II

Direccién de Fabricante

H
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Datos de Responsable Témico (Quimico/Bioquimico Farmacéutico)
Nombre de Responsable [oRa. seSSEN1A TORRES GUIN

P
\
1 de Rosporsabe Técrio Bipero ds g
i de Responsable Téerico SEgrn
\

(=]

\

1

\

(=]

\

1

\

(=]

\

1

]

}’"ﬂn-\ de Responsable. ‘AV. FRANCISCO DE ORELLANA
o e remorse

Datos de Ensamblador

Nombre de Erearmbiader |

B E——

Direccién de Ensamblador

Datos de Envasador

e

B —— T

Dieceion de Envasador |

Datos de Acondicionador/Empacador
Nombre de Acondicionador/ |
Empacador

T e A — sl
Empacador Empacador

- A

Ert
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Datos de Laboratorio Bajo Licendia de Cual se Fabrica el Producto =

Baio Licencia y/o Control de. | |

— T
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