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We keep life flowing

At the Heart of IEC 62304
Medical Device Embedded Software Testing

Terumo Heart dedicates its efforts to the innovation and introduction of products to improve the quality
of healthcare for heart failure patients. Its primary focus is their life-saving DuraHeart™ Left Ventricular
Assist System (LVAS) device, an implantable device that combines patented magnetic levitation and
centrifugal pump technologies to assist the left side of the heart in pumping blood. The DuraHeart

LVAS improves circulation throughout the body; decreasing the risk of cell damage and its associated
complications. Terumo entrusted VectorCAST platform to support continuous improvement of DuraHeart
in order to better ensure software quality, demonstrate due diligence, and comply with IEC 62304
guidelines.

software

Proven Solutions for Reliable Software VECTOR \v

Sl RME & (L) AMRAE A TRINITY

http://www.trinitytec.com.cn { . TECHNOLOGIES




Terumo

D X

IEC 62304 & /%%

Bl BX,

Terumo 8- B3 S HKA K B, B A S T H I A %8 A% 4 DuraHeart™ 7 £ 89 W[4 .
DuraHeart LVAS & — 2 THH 9% &, 467 THBEFFECREAKR, THIH LS R,
GRERBIRG EH BRI, AR IS Fodn X 69 IF K2

fR R TT R
Terumo &% #F T VectorCAST ¥+ 46 A H MRS HEMF =, BREELEHRNE. B A
VectorCAST # 4 H B R & AR 2, A RMA 2T T Z AN X, 54546 IEC 62304 35 37

4
#HamE L

Terumo Heart, Inc.Z & R KAk X a#L (Terumo Corporation) f& £ H 69 -F 28], X472 % KAk
M2 TG BAT £ % o 8] ZBE ) TR A3 37 % 5, B OMEREHFGEFTRE, &
REMASMHIETIRAR, RRZEF RN EIZFAHE. L7570 2XRKE4H.

SUREEREE ( Lig) BRAE - Trinity Technologies

EEFHRAXRHARREMBNCHAISG RFEERS | REHBEZTUH B NREN RN
RFAER , BENARBIEIM RIS NRERNS | NESHTEERSNE , NREIGE | BT
Wi, SRR MRE AT B SRS,

ATEBIEWRBEFMETE (40 DT10, VectorCAST, PRQA, SQUORE % ) FIIRSHERRZ IR
HEREMUXITER , FEEEFSIHRRARETIER. ERERETESTEME MR |
WNERSFIMEAK. MIERE. SFEEF. Ersst. T Ed. BiRNBOEFETE. ATRMNT
FHRRRLEMUARAETHNE RS RRE A E B EESRENE T R T AIEIEER
4N DO-178B/C , IEC61508, EN50128, 1S026262, IEC62304 F1 MISRA Z4TldRAE , FERSHBFATIA
AJFIAIE,

WA FE Y AABA R RAT B (LF) ARAABA, HHRE—fl.

Sl RME & (L) AMRAE /A TRINITY

http://www.trinitytec.com.cn /2= TECHNOLOGIES




