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510(k) Premarket Notification Database

Device Classification Name electrode, pacemaker, temporary 
510(k) Number K010099
Regulation Number 870.3680
Device Name ZYNERGY Z3K BALLOON GUIDED PACING AND MONITORING

Applicant
ZCV ,INC. 
298 fernwood ave.
edison,  NJ  08837 

Contact jing zhang

Classification Product Code LDF

Date Received 01/11/2001
Decision Date 02/01/2001
Decision substantially equivalent (SE)
Classification Advisory Committee Cardiovascular 
Review Advisory Committee Cardiovascular 
Statement/Summary/Purged Status Summary only 
summary summary
Type Special 
Reviewed by Third Party No 
Expedited Review No 
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510(k) Premarket Notification Database

Device Classification Name electrode, pacemaker, temporary 
510(k) Number K002687
Regulation Number 870.3680
Device Name ZYNERGY Z4 TRANSVENOUS BIPOLAR PACING CATHETER, M

Applicant
ZYNERGY CARDIOVASCULAR, INC. 
298 fernwood ave.
edison,  NJ  08837 3839

Contact jing zhang

Classification Product Code LDF

Date Received 08/29/2000
Decision Date 11/09/2000
Decision substantially equivalent (SE)
Classification Advisory Committee Cardiovascular 
Review Advisory Committee Cardiovascular 
Statement/Summary/Purged Status Summary only 
summary summary
Type Traditional 
Reviewed by Third Party No 
Expedited Review No 

Database Updated 3/06/2006 
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510(k) Premarket Notification Database

Device Classification Name catheter, flow directed 
510(k) Number K003118
Regulation Number 870.1240
Device Name Z2 BALLOON GUIDED PACING & PRESSURE MONITORING CA

Applicant
ZCV ,INC. 
298 fernwood ave.
edison,  NJ  08837 

Contact jing zhang

Classification Product Code DYG

Date Received 10/05/2000
Decision Date 12/20/2000
Decision substantially equivalent (SE)
Classification Advisory Committee Cardiovascular 
Review Advisory Committee Cardiovascular 
Statement/Summary/Purged Status Summary only 
summary summary
Type Traditional 
Reviewed by Third Party No 
Expedited Review No 

Database Updated 3/06/2006 
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