MopTdonno VALLEYLAB™
npeasaraeT Hanboee LWMPOKMI
BbIOOP 3HEPTEeTUYECKMX YCTPONCTB
BO BCEW MHAYCTPWUMN' B AMarna3oHe
OT /IEKTPOXMPYPrNHECKIMNX
reHepaTopOB M PaCXOAHbIX
MaTepranoB 40 NPOABVHY TbIX
WHCTPYMEHTOB 31EKTPO/INTMPOBaHUA
M SHepreTu4ecKom NaTapopMbl,
obbeanHsAOLLEeN B cebe
MHOXECTBO PEXVMOB.

HALEXHAA TOYHOCTD.
VICTOPUA VIHHOBALIVIN.
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CTAHOBUTCH
YMHEE

YMHaqA crucTema pacrosHoBaHWs TkaHn TissueFect™ B
nnatdopme Valleylab™ FT10 yBenu4mBaeT CKOPOCTb
N NOAAEPXKMBAET MOCTOAHCTBO addeKTa A9 BCEX
YCTPOWCTB, B BaLumx pykax, 6narogapsa CHUTbIBaHUIO
COMPOTUBNEHNA TKAHW B peasibHOM BpeMeHn.*>

370 No3BoaaeT Bam BbIMONHATE MpoLeaypy 6onee
3PDEKTUBHO U C NYULLIVMMM pe3YyNbTaTaMU.

AneKTpoxupypruyeckum apPpexkT
60/1ee aKKypaTHbIA U TOUYHbIN3:

ABTOGMNONAD MeeT SdPeKT MOHOMONAPA
6osiee 6bICTpOE BpEMA  Y/IYYLUEH.?
aKTUBaLMK.®

TexHonorus LigaSure™ ynyuwena:

—_—

1o 50% Bbiwe Hwuxe Temnepatypa
CKOPOCTb BpaHLLen
SNEKTPOUIVPOBAHNSA’  MHCTPYMEHTa®

NHPopmMauusa Ansa 3akasa

VLFT10GEN Valleylab™ FT10 HepreTuueckas nnatdopma
VLFTCRT Valleylab™ FT10 Tenexka

1. OCHOBaHO Ha CpaBHEHWW KaTa 10ra 3/1eKTPOXUPYPriu U MPOABUHY TON SHEPTUM C TEKYLLIM
kaTanoromEthicon

2. Mo cpaBHeHUIo C 3HepreTuyeckom nnatdopmoit ForceTriad™. OcHOBbIBasiCb Ha CEPBUCHOA
nHcTpyKuum Valleylab™ FT10: yacTb 1079477, REV flHBapb 2015

3. Wcnonb3oaHaMoaenb TecTupoBaHus appekTa MoHononsipa Ex-Vivo. Ha ocHoBaHun foknaga
Covidien: “Verification-report-Ex-vivo Monopolar Procedural Flow Evaluation on the Valleylab™
FT10Orion.” Hos6pb 2014; R0O064443 Rev A.

4. Bblnouncnonb3oBaHO CpaBHUTE/IBHOE TECTUPOBaHME AN OLIEHKN AIMTENIbHOCTU LMK
3aBapuBaHuna. OcHoBaHO Ha oTYeTe o KayecTse npoaykuun Covidien: “Ex vivo Monopolar Thermal
Effect Evaluation on the Valleylab™ FT10" lHBapb2015; REO064430 Rev A.

5. OcHoBaHO HaUHCTpyKuMK K Valleylab™ FT10: yacTb 1079477, REV fiHBapb, 2015Based on Covidien
product verification report: “Autobipolar Evaluation - Valleylab™ FT10"; February 2015; RE0064455.

6. OcHoBaHoO Ha oTuYeTe o KayecTse npoaykumm Covidien: “Autobipolar Evaluation - Valleylab™
FT10"; ®eBpanb 2015; REO064455Ex-vivo porcine bench testing model used to evaluate device
temperature. Based on Covidien verification report: “LigaSure Thermal Profile Valleylab FT10).

7. Bbinoucnonb3oBaHO CpaBHUTEIBHOE TECTUPOBAHME AN OLIEHKN AIMTENIbHOCTU LMK
3aBapuBaHus. OcHoBaHo Ha MeMopaHayMe Covidien: “LigaSure Data Sources for VLFT10 White
Papers.” CeHTa6pb 2015; RE00025819 Rev A.

8. BblnancnonbsoBaHaMogenb TecTMpoBaHus Ex vivo Ans oLeHKM TeMepaTypbl yCTpoicTBa.
OcHoBaHo Ha oTYeTe o KayecTBe npoaykumn Covidien: “LigaSure Thermal Profile Valleylab FT10"
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