FLOWIMATE

INJECTOR COHtI’Ol

* Single foot switch activates
FlowMate and Generator

Providing Unparalleled Control, ... i controls procedure
Convenience, and System and pace
Integration to optimize Convenience
CROSSER Catheter Performance ... cctor settings

* Single-operator control

CROSSER System
Integration

* Single IV pole houses
FlowMate and Generator

* Precise activation and saline
delivery optimizes CROSSER
Catheter performance

Accessories Required for Use:

» Compatible 150 ml Power Injection Syringe:
- MedRad Part # 150-FT-Q
- Coeur Part # C853-0155

- DeRoyal Part # 77-400277
* 48" (122 cm) sterile infusion line
* Normal sterile saline
- Refrigeration to 45°F (7°C) recommended




Product Specifications and Ordering Information

Ordering Information

Product Name US Catalog Number EU Catalog Number
FlowMate™ Injector INJ10O —

FlowMate is intended for use with the CROSSER® CTO Recanalization System:
Peripheral - CROSSER CTO Recanalization Catheter

CROSSER 14P Catheter (RX) CRU14P CRE14P
CROSSER 14P Catheter (OTW) CRUQ14P —
CROSSER 14S Catheter (RX) CRU14S CRE14S
CROSSER 14S Catheter (OTW) CRUO14S —
CROSSER 18 Catheter (RX) CRU18 CRE18

Coronary - CROSSER CTO Recanalization Catheter

CROSSER 14 Catheter (RX) CRU4 CRE14
FlowCardia Generator - CROSSER System Electronics GEN200 GEN200
Attribute Summary

Electrical Power Requirements 100-120/200-240V N\, at 50/60 Hz 2A

Construction Review and Safety Testing The FlowMate Injector was tested and found to be in compliance with:

IEC 60601-1: 1988 (Ed. 2.0) +
Amendment 1 (1991) and
Amendment 2 (1995)

IEC 60601-2-24: 1998

ULB0601-1 (identical to UL2601-1: 2nd ed)
CAN/CSA-C22.2 No.6011-M90

AS/NZ 3200.1.0:1998

Shion

SS 481 Part 1:12000

EMC/EMI Testing The FlowMate Injector in conjunction with the CROSSER System Generator was tested
and found to be in compliance with:

IEC60601-1-2: 2007 (Ed. 3.0)
EN60601-1-2:2007

NRTL Certification The NRTL certification was performed by CSA International.

Set-Up Mode Set-up mode is activated only when syringe tip is pointing up and at the upward stop.
In Set-up mode; ADVANCE and WITHDRAW buttons are functional. The footswitch is
non-functional in Set-up mode.

Run Mode Run mode is activated only when syringe tip is pointing down and at the downward stop.
In Run mode; ADVANCE button functions for Injector only. In Run Mode, footswitch starts
Injector infusion and then activates the CROSSER System Generator.

FlowMate Injector Specifications (Pre-Set)

Flow Rate Pressure Limit Mounting
0.3 ml/sec (18 ml/min) +/- 5% 200 psi (1379 kPa) 5 caster IV pole

FLOV\/CQ/QD/Q 745 NORTH PASTORIA AVE.

SUNNYVALE, CA 94085-2918
Porter, CROSSER, and MicroSheath are registered trademarks of FlowCardia, Inc. T1: 408.617.0352

Prior to use, refer to the Instructions for Use supplied with the products for T2: 888.456.7286
indications, contraindications, warnings, precautions and suggested procedure. : ) :
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