ORDIN DE PLATA NR.: 1560 TIP.DOC. 1
DATA EMITERII:9 septembrie 2022

PLATITI: 1500-00 LEI: Una Mie Cinci Sute lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL I1BAN
MLD™ S.R.L. MD95MLO00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCI1
BC""MoldindconbankS_A. suc."Invest'" Chisinau -MOLDMD2X329

BENEFICIAR (R) Centrul Nat CONTUL DE PLATI/CODUL IBAN
ional de Transfuzie a Sangelu MD56TRPCAA518410A00419AA

i CODUL FISCAL :1006601004242 /
PRESTATORUL BENEFICIAR CODUL BANCII
Ministerul Finantelor - Trezoreria de Stat :TREZMD2X

DESTINATIA PLATII1:/P102/1500,00 Pentru g: TIPUL TRANSFERULUI
arantia pentru oferta la procedura de ac: NORMAL/ZURGENT =N
hizi?ie publica nr. ocds-b3wdpl-MD-1661:

338403790 din 11.09.2022

L.S.

CODUL TRANZACTIEI:101
DATA PRIMIRIN:09/09/2022
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MI1GYwYJKoZ I hveNAQcCol IGYDCCBIACAQEXCzAJIBgUrDgMCGgUAMASGCSqGSI1b3:
DQEHAaCCBGwwggRoM I I DUKADAgGECAhNHAACj b1 1rgFksQOG4AAAAAKNUMAOGCSQG:
S1b3DQEBCWUAMC Ix I1DAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251 YW5rMB4X :
DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAK1EMRAW
YDVQQ I EwdNb2xkb3ZhMREwDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQm I v

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ IhveNAQcCol IGWDCCBIQCAQEXCzAJIBgUrDgMCGgUAMASGCSqGSIb3:
DQEHAaCCBHAwggRsMI1 I DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSAG:
S1b3DQEBCWUAMC I x 1 DAeBgNVBAMTFONFU IQXLUNBLU1VbGRpbmRjb25i YWSrMB4X:
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAKL1EMRAw
YDVQQ I EwdNb2xkb3ZhMREwDwWYDVQQHEwhDaG 1 zaW5hd TEWMBQGALUEChMNQmIv

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI

Digitally signed by Poiata Vitalie
Date: 2022.09.09 15:11:26 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr | A2216457 din | 06.09.2022

1. Destinatia / Haznauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Uadopmarus o Hanoromnatensumke

Denumirea Codul fiscal / Numirul de identificare
HanmenopaHue duckansHEH ko1 / UnenTH(pHKaHOHHEIH HOMep
BIOSISTEM MLD S.R.L. 1010600028048

Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

AZlpec 0CHOBHOTO MECTOPAcTIONOKeHHs (yJIHLA, HoMep) Koz - HanMenoBaHHe HaceNeHHOTO MYHKTa

Albisoara nr.16 bl.1 of.7 0150-SEC.RISCANI

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
HO,[[TBﬂp)K,I]BHI/IB OTCYTCTBHA WJIH HAIHYHA HENOHMKH COIIACHO JAHHBIX HHd)OpMaHHOHHOﬁ aBTOMaTI/I?’HpOBaHHOﬁ
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBI1a4M JaHHOM CIPaBKH HETOMMKA I1epe]l HAHOHAIBHEIM IIyOIMYHBIM OFOKETOM COCTABISET:
0,00 lei/neii.

4. Valabil pina la / Heificteurenen no 21.09.2022

5. Autentificarea Serviciului Fisca de

Sef DDF Riscani /

PCTBEHHOH HaNoOroBoH ci1yKOb!

a DGDF Ana STOICOV

|
Functia/Tlomxuocts \zf Numele si prenumele/(anmins B nms
v
- ‘.‘, o
L.S/ M.IL Claudia GOJAN o) iy S
NN, !
: RN C
Executor: \\ 1sL

Nu ] UTHS W HMS NI A

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 06.09.2022 ora 14:01:17
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)




CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




Electrical
Safety
Analyzers

Automated global compliance
and safety testing

Complete electrical safety testing from
an ISO 13485 medical device company.

e ————— -



New!
ESAGO9 Electrical
Safety Analyzer

Rugged, portable and easy-to-use
analyzer designed for general electrical
safety testing

The ESAGO9 integrates all functions needed to test medical
devices when patient lead testing is not required, including:
line (mains) voltage, ground wire (protective earth) resistance,
equipment current, leakage current and point-to point tests.
Versatile to global electrical safety standards of choice, the
ESABO9 tests to ANSI/AAMI ES1, NFPA-99, and parts of
IEC62353 and IEC60601-1.

* Rugged
e Portable
e User-friendly




Rugged

Engineered for on-the-go technicians,
the ESABO9 is one of the most rugged
electrical safety analyzers in its class

* A rubberized case prevents damage if
accidentally dropped

¢ Ingress Protection rating of IP30 keeps
out dirt and dust

¢ Rigorous safety and quality testing
ensures it’s as tough as necessary

Portable

Effortlessly transport the ESA609
from one location to another

¢ Featherweight (1.51b) design

e Functional strap for easy
hand-held operation

e Tilt stand allows for easy set-up

e Carrying case conveniently organizes
cables and lead kitsy

FLUKE.

—— Biomedical

s w

Standard: AAMI ES1,/NFPADD
Test: Line Voltage

Live to Neutral 1 2 4 " 0 V
Live to Earth 121 .QV
Meutral to Earth 2 " 1 V

Polarity: Normal Earthi Closed

s N\

Standard: AAMI ES1,/NFPADD
Test: Chassis Leakage

8.3 HA

Earth:Open

Closed Gnd Lkg Standard

User-friendly
Easy-to-use interface ensures complete
basic testing in minutes

e Simple design requires no training to
use

¢ Quick push-button operation for rapid
testing

* Measurements shown clearly on large
screen

e Removable memory card for fast
and convenient data storage and
exchange



ESAG12

Electrical Safety Analyzer

The combined power of a simulator and
electrical safety analyzer in a single,
portable device.

e Small, lightweight and easy to use

¢ One-button access to most applications

e Multipurpose simulator and safety analyzer

e Replaceable mains fuses keep device in the field and
out of the shop

ESAG15

Electrical Safety Analyzer

The automated ESA615 Electrical Safety
Analyzer performs all primary electrical
safety tests, ECG simulation, point-to-
point voltage, leakage and resistance
tests to the latest electrical safety
standards.

e Automation inside

e Newest standards compliance

e Data management made easy

e Simple, multi-language user interface

N



ESAG20

Electrical Safety Analyzer

Comprehensive electrical safety testing
to global standards: the preferred test tool
for IEC60601-1 compliance.

25 A test capability for IEC60601-1 compliance
10 Safety-enhanced insulated applied parts connections

Optional Ansur software automates testing,
standardizes test procedures, streamlines reporting
and communicates results to CMMS systems

Expanded leakage ranges through 10,000 pA
Compliance with multiple global standards

FLUKE.

Biomedical
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Compare
and decide

S_electing the
right tool for you We recommend the

Three questions to ask when . / 4
choosing your new analyzer. ESAGOQ

Selecting the right analyzer for your testing

needs can be daunting, but most electrical : 2

safety analyzer selections come down to A . e
these simple questions.

Do you need Do you prefer Do yvou need
25A PE test an analyzer to tZst applied
current with on-board parts?
capability? automation?

We recommend the

ESA612

We recommend the

ESA615

We recommend the

ESA620
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ESAG609

ESA612

ESA615

ESA620

601 Pro SeriesXL

Preferred analyzer for
which standard?

ANSI/AAMI
IEC62353

IEC62353, ANSI/AAMI
(NFPA-99)

IEC62353, ANSI/AAMI
(NFPA-99)

IEC60601-1
2nd, 3rd edition ,
IEC62353 and ANSI/
AAMI (NFPA-99)

IEC60601-1 2nd edition

Automation inside

Ansur compatible

On-board memory

| ECG simulation

Multi-language selection

o Wireless communication

Handheld

Removable memory card

GFCI protection

DUT load current

20 A test capability

25 A test capability

Detailed comparison

Test modes Manual Manual Automated Manual Automated (limited; manual
Ansur-automatable Manual if preferred Ansur-automatable testing required to meet
newest standards)
Test loads ANSI/AAMI ES1 AAMI AAMI AAMI AAMI
IEC6060-1 IEC60601-1 IEC60601-1 IEC60601-1 IEC60601-1
IEC61010 IEC61010
Mains voltage All lines All lines All lines All lines All lines
measurement
PE Test current >200 mA dc 200 mA ac 200 mA ac 200 mA ac 1Aac
25 A ac 10 A ac
25 A ac
Leakage results True-rms True-rms True-rms True-rms True-rms
parameters ac only ac only ac only dc only
dc only dc only dc only
Leakage range 0.0 pA to 1999.9 pA O pA t0 10,000 pA O pA t0 10,000 pA OpAtO 10,000 pA 0 pA to 8000 pA to
O pAto 20 mA O pA to 20 mA OpAto20 mA 16,000 p (61010 only)
(differential only) (differential only) (differential or 61010
only)
Patient auxiliary leakage | N/A Any 1 to all Any 1 to all Any 1 to all Any 1-5to all V1-16
lead selections RA-LL-LL-LA RA-LA to all
MAP test voltage N/A 100 % of mains 100 % of mains 110 % Or 100 % of 110 % of mains
mains, pending stan-
dard selected
Power supply (V ac) 90 to 264 120 or 230 120 or 230 120 or 230 120 or 230
Applied parts N/A 5 banana safety jacks 5 banana safety jacks 10 insulated posts 10 banana safety jacks
connections Bj2ECG adapter Bj2ECG adapter
1-to-10 Expander 1-to-10 Expander
Language selection English English English, French, English English, French,
German, Spanish, German, Italian
Italian, Portuguese
Communication options N/A Wired Wireless Wired Wired
Wired if preferred
Data entry options N/A Onboard keypad Onboard keypad N/A Onboard keypad
USB compatible key- PS/2 keyboard
board Barcode scanner Barcode scanner
Printer port N/A Available via Ansur Available via Ansur Available via Ansur Parallel
Dual lead testing pA/mv, and Q pA/mv, V and Q pA/mV, V and Q pA/mv, V and Q pA/mV and V
Connectivity N/A USB USB USB RS-232, parallel printer
Power cord Removable Removable Removable Removable Removable
Weight 0.7 kg (1.5 1b) 1.6 kg (3.5 1b) 1.6 kg (3.5 1b) 4.7 kg (10.25 1b) 7.7 kg (17 1b)
Dimensions (L x W x H) 229cmx 17.8 cmx 6.4 176 cmx84cmx285cm | 176cmx84cmx285cm | 3lcmx23cmx 10cm | 31 cmx 23 cmx 10 cm
cm (9inx 7inx 2.5 in) (6.9inx3.3inx 11.2 in) (12.2inx 9.1 in x 3.9 in)

(6.9inx3.3inx 11.2 in)

(12.2inx 9.1 in x 3.9 in)
B
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Only from Flu

No-cost onli

Get the most from Fluke
educational tutoria Biomedical

available on the Fl ADVANTAGE

¢ | earn more abo
¢ View comprehe
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A
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CarePlan pac

CarePlan packages
to keep you up and ru

¢ Fastest turnaround- 2

e Extended warranties &

e L oaners and discounts

¢ VIP technical support

ri)

e Productivity consultation services
| &

For more information visit
www.flukebiomedical.com/ESA

o

Fluke Biomedical. 3
Better products. More choices. One company. %

Fluke Biomedical
6045 Cochran Road
Cleveland, OH 44139-3303 U.S.A.

Fluke Biomedical Europe
Science Park Eindhoven 5110
5692EC Son, The Netherlands

For more information, contact us:

In the U.S.A. (800) 850-4608 or

Fax (440) 349-2307

In Europe/M-East/Africa +31 40 267 5435 or
Fax +31 40 267 5436

From other countries +1 (440) 248-9300 or
Fax +1 (440) 349-2307

Email: sales@flukebiomedical.com

Web access: www.flukebiomedical.com

©2012, 2014 Fluke Biomedical. Specifications subject
to change without notice. Printed in U.S.A.
3/2014 4236992E_EN

Modification of this document is not permitted
without written permission from Fluke Corporation.
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Warranty and Product Support

Fluke Biomedical warrants this instrument against defects in materials and workmanship for one year from the date of
original purchase OR two years if at the end of your first year you send the instrument to a Fluke Biomedical service center
for calibration. You will be charged our customary fee for such calibration. During the warranty period, we will repair or at our
option replace, at no charge, a product that proves to be defective, provided you return the product, shipping prepaid, to
Fluke Biomedical. This warranty covers the original purchaser only and is not transferable. The warranty does not apply if the
product has been damaged by accident or misuse or has been serviced or modified by anyone other than an authorized
Fluke Biomedical service facility. NO OTHER WARRANTIES, SUCH AS FITNESS FOR A PARTICULAR PURPOSE, ARE
EXPRESSED OR IMPLIED. FLUKE SHALL NOT BE LIABLE FOR ANY SPECIAL, INDIRECT, INCIDENTAL OR
CONSEQUENTIAL DAMAGES OR LOSSES, INCLUDING LOSS OF DATA, ARISING FROM ANY CAUSE OR THEORY.

This warranty covers only serialized products and their accessory items that bear a distinct serial number tag. Recalibration
of instruments is not covered under the warranty.

This warranty gives you specific legal rights and you may also have other rights that vary in different jurisdictions. Since
some jurisdictions do not allow the exclusion or limitation of an implied warranty or of incidental or consequential damages,
this limitation of liability may not apply to you. If any provision of this warranty is held invalid or unenforceable by a court or
other decision-maker of competent jurisdiction, such holding will not affect the validity or enforceability of any other provision.

7/07



Notices

All Rights Reserved

© Copyright 2015, Fluke Biomedical. No part of this publication may be reproduced, transmitted, transcribed, stored in a retrieval system, or
translated into any language without the written permission of Fluke Biomedical.

Copyright Release

Fluke Biomedical agrees to a limited copyright release that allows you to reproduce manuals and other printed materials for use in service
training programs and other technical publications. If you would like other reproductions or distributions, submit a written request to
Fluke Biomedical.

Unpacking and Inspection

Follow standard receiving practices upon receipt of the instrument. Check the shipping carton for damage. If damage is found, stop unpacking
the instrument. Notify the carrier and ask for an agent to be present while the instrument is unpacked. There are no special unpacking
instructions, but be careful not to damage the instrument when unpacking it. Inspect the instrument for physical damage such as bent or
broken parts, dents, or scratches.

Technical Support

For application support or answers to technical questions, either email techservices@flukebiomedical.com or call 1-800- 850-4608 or
1-440-248-9300. In Europe, email techsupport.emea@flukebiomedical.com or call +31-40-2965314.

Claims

Our routine method of shipment is via common carrier, FOB origin. Upon delivery, if physical damage is found, retain all packing materials in
their original condition and contact the carrier immediately to file a claim. If the instrument is delivered in good physical condition but does not
operate within specifications, or if there are any other problems not caused by shipping damage, please contact Fluke Biomedical or your local
sales representative.



Returns and Repairs
Return Procedure

All items being returned (including all warranty-claim shipments) must be sent freight-prepaid to our factory location. When you return an
instrument to Fluke Biomedical, we recommend using United Parcel Service, Federal Express, or Air Parcel Post. We also recommend that
you insure your shipment for its actual replacement cost. Fluke Biomedical will not be responsible for lost shipments or instruments that are
received in damaged condition due to improper packaging or handling.

Use the original carton and packaging material for shipment. If they are not available, we recommend the following guide for repackaging:

. Use a double—walled carton of sufficient strength for the weight being shipped.
. Use heavy paper or cardboard to protect all instrument surfaces. Use nonabrasive material around all projecting parts.

. Use at least four inches of tightly packed, industry-approved, shock-absorbent material around the instrument.
Returns for partial refund/credit:

Every product returned for refund/credit must be accompanied by a Return Material Authorization (RMA) number, obtained from our Order
Entry Group at 1-440-498-2560.

Repair and calibration:
To find the nearest service center, go to www.flukebiomedical.com/service or

In the U.S.A.: In Europe, Middle East, and Africa:
Cleveland Calibration Lab Eindhoven Calibration Lab
Tel: 1-800-850-4608 x2564 Tel: +31-40-2675300
Email: globalcal@flukebiomedical.com Email: ServiceDesk@fluke.com
Everett Calibration Lab In Asia:
Tel: 1-888-99 FLUKE (1-888-993-5853) Everett Calibration Lab
Email: service.status@fluke.com Tel: +425-446-6945

Email: service.international@fluke.com

To ensure the accuracy of the Product is maintained at a high level, Fluke Biomedical recommends the product be calibrated at least
once every 12 months. Calibration must be done by qualified personnel. Contact your local Fluke Biomedical representative for
calibration.



Certification

This instrument was thoroughly tested and inspected. It was found to meet Fluke Biomedical’'s manufacturing specifications when it was
shipped from the factory. Calibration measurements are traceable to the National Institute of Standards and Technology (NIST). Devices for
which there are no NIST calibration standards are measured against in-house performance standards using accepted test procedures.

WARNING

Unauthorized user modifications or application beyond the published specifications may result in electrical shock hazards or improper
operation. Fluke Biomedical will not be responsible for any injuries sustained due to unauthorized equipment modifications.

Restrictions and Liabilities

Information in this document is subject to change and does not represent a commitment by Fluke Biomedical. Changes made to the
information in this document will be incorporated in new editions of the publication. No responsibility is assumed by Fluke Biomedical
for the use or reliability of software or equipment that is not supplied by Fluke Biomedical, or by its affiliated dealers.

Manufacturing Location
The ESA615 Electrical Safety Analyzer is manufactured at Fluke Biomedical, 6920 Seaway Blvd., Everett, WA, U.S.A.
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Introduction
AA Warning

To prevent possible electrical shock, fire, or
personal injury, read all safety information
before you use the Product.

The Fluke Biomedical ESA615 Electrical Safety Analyzer
(the Product) is a full-featured, compact, portable
analyzer, designed to verify the electrical safety of medical
devices. The Product tests to domestic (ANSI/AAMI ES1,
NFPA 99) and international (IEC62353, AN/NZS 3551,
and parts of IEC 60601-1) electrical safety standards. The
Product simulates ECG to do performance tests on ECG
monitors.

Electrical Safety Analyzer

The integrated ANSI/AAMI ES1 and IEC60601-1 patient
loads are easily selectable.

The Product does these tests:

e Line (Mains) voltage

e  Ground Wire (Protective Earth) resistance
e  Equipment current

¢ Insulation resistance

e Ground (Earth) leakage

e Chassis (Enclosure) leakage

e Lead to Ground (Patient) and Lead to Lead (Patient
Auxiliary) leakage

e Lead isolation (Mains on applied parts leakage)
o Differential leakage
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e Direct equipment leakage

o Direct applied part leakage

e Alternative equipment leakage

e Alternative applied part patient leakage

e Point to point leakage, voltage, and resistance
e ECG simulation and performance waveforms

Table 1 is a list of the symbols used on the Product and in
this manual.

Table 1. Symbols

Symbol Description

A WARNING - RISK OF DANGER. Consult
user documentation.

WARNING. HAZARDOUS VOLTAGE.
Risk of electric shock.

A
= Fuse
v

Equipotential

Measurement Category |l is applicable to
test and measuring circuits connected
CATI directly to utilization points (socket
outlets and similar points) of the low-
voltage MAINS installation.

Symbol

Description

43

Conforms to European Union directives.

@:

Certified by CSA Group to North
American safety standards.

Conforms to relevant Australian EMC
requirements.

Conforms to relevant South Korean EMC
Standards.

I3<¢

This product complies with the WEEE
Directive marking requirements. The
affixed label indicates that you must not
discard this electrical/electronic product
in domestic household waste. Product
Category: With reference to the
equipment types in the WEEE Directive
Annex |, this product is classed as
category 9 "Monitoring and Control
Instrumentation" product. Do not dispose
of this product as unsorted municipal
waste.
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Intended Use

Intended Use

The Product is an electronic signal source and
measurement device for verifying the electrical safety of
medical devices. The Product also provides ECG
simulation and performance waveforms to verify patient
monitors are performing within their operating
specifications.

The Product provides the following function categories:
e ECG Functions
e ECG-Performance Testing

The intended user is a trained biomedical equipment
technician who performs periodic preventative
maintenance checks on patient monitors in service. Users
can be associated with hospitals, clinics, original
equipment manufacturers and independent service

companies that repair and service medical equipment. The

end user is an individual, trained in medical
instrumentation technology.

This Product is intended to be used in the laboratory
environment, outside of the patient care area, and is not
intended for use on patients, or to test devices while
connected to patients. This Product is not intended to be

used to calibrate medical equipment. It is intended for over

the counter use.

Safety Information

In this manual, a Warning identifies conditions and
procedures that are dangerous to the user. A Caution
identifies conditions and procedures that can cause
damage to the Product or the equipment under test.

AA Warning

To prevent possible electrical shock, fire, or
personal injury, follow these guidelines:

e Carefully read all instructions.

e Usethe Product only as specified, or the
protection supplied by the Product can
be compromised.

e Useonly the mains power cord and
connector approved for the voltage and
plug configuration in your country and
rated for the Product.

e Do not apply more than the rated voltage,
between the terminals or between each
terminal and earth ground.

e Measure a known voltage first to make
sure that the Product operates correctly.
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Do not touch voltages >30 V ac rms, 42V
ac peak, or 60 V dc.

Do not use the Product around explosive
gas, vapor, or in damp or wet
environments.

Do not use an extension cord or adapter
plug.

Do not connect the Product to a patient or
equipment connected to a patient. The
Product is intended for equipment
evaluation only. The Product must not be
used in diagnostics, treatment, or other
capacities where the Product could touch
a patient.

Remove the null post adapter from the
@INull jack after a test lead zero is
performed. The G/Null jack becomes
potentially hazardous during some of the
test conditions. Use only cables with
correct voltage ratings.

Keep fingers behind the finger guards on
the probes.

Do not use the 15-20 A adapter to supply

power to devices rated more than 15 A.
This can overload the installation.

Use only current probes, test leads, and
adapters supplied with the Product.

Comply with local and national safety
codes. Use personal protective
equipment (approved rubber gloves, face
protection, and flame-resistant clothes) to
prevent shock and arc blast injury where
hazardous live conductors are exposed.

Do not touch metal parts of the device
under test (DUT) while you do a test.
Some tests apply high voltage and high
current to the DUT with the DUT earth
connection open or closed.

Examine the case before you use the
Product. Look for cracks or missing
plastic. Carefully look at the insulation
around the terminals.

Do not use test leads if they are
damaged. Examine the test leads for
damaged insulation, exposed metal, or if
the wear indicator shows. Check test lead
continuity.
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Unpack the Product

Make sure the ground conductor in the
mains power cord is connected to a
protective earth ground. Disruption of the
protective earth could put voltage on the
chassis that could cause death.

Replace the mains power cord if the
insulation is damaged or if the insulation
shows signs of wear.

Connect the common test lead before the
live test lead and remove the live test lead
before the common test lead.

Remove all probes, test leads, and
accessories that are not necessary for
the measurement.

Disable the Product if it is damaged.

Do not use the Product if it is damaged.
Do not use the Product if it operates
incorrectly.

Use this Product indoors only.

Use Product-approved measurement
category (CAT), voltage, and amperage
rated accessories (probes, test leads, and
adapters) for all measurements.

e Limit operation to the specified
measurement category, voltage, or
amperage ratings.

e Only use probes, test leads, and
accessories that have the same
measurement category, voltage, and
amperage ratings as the Product.

Unpack the Product

Carefully unpack all items from the box and check that you
have these items:

ESA615

Getting Started Manual

Users Manual CD

Carrying Case

Power Cord

15 — 20 A Adapter (USA only)

ESA USA Accessory Kit (USA, Australia, and Israel
only) or ESA EUR Accessory Kit

Ansur Demo CD

Null Post Adapter

5-to-5 Banana to ECG Adapter (BJ2ECG)
USB Transfer Cable
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Instrument Familiarization
Figure 1 and Table 2 show the front-panel controls and connections of the Product.

o— | i

Figure 1. Front-Panel Controls and Connections

gtv116.eps
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Instrument Familiarization

Table 2. Top-Panel Controls and Connections

Item Name Description

® Equipment_ Outlet Controls the cor)figuration of the equipmept outlet. Opens and closes the ngutral and
Configuration Buttons ground connection and reverses the polarity of the neutral and hot connection.

@ |High Voltage Indicator Icil]cutr:;n_la};e; vRvgsng;%Te\./oltage is applied to the ECG/Applied Parts posts or L1 and L2

(® | Test Function Buttons Selects the Product test functions.

® | Navigation Buttons Cursor control buttons for navigating menus and lists.

(® |Test Button Starts selected tests.

(® |Enter Button Sets the highlighted function.

@ |Input Jacks Test lead connectors.

Nulling Jack Connection to zero test lead resistance.

® | Function Softkeys Keys F1 through F4 are used to select from a number of selections that show in the

LCD display above each function softkey.




ESA615
Getting Started Manual

Figure 2 and Table 3 describe the side and top-panel connections of the Product.

gtv110.eps
Figure 2. Side and Top-Panel Connections
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Table 3. Side and Top-Panel Connections

Item Name Description
@ | Equipment Outlet Eqmpm(_ant outlet, specified to the version of the Product, which supplies a DUT
connection.
(@ |USB A Controller Port For external keyboard or barcode reader.
USB Device Port
® e Digital connection to control the Product from a PC or instrument controller.
(Mini B-style connector)
(@) | Fuse Access Door Equipment outlet fuse access.
(® | Tilt Stand Holds the Product in a tilted position.
(6) |SD Card Slot SD Memory Card access.
(@ | AC Power Switch Turns ac power on and off.
Power Input Connecor A grounded male three-prong (IEC 60320 C19) connector that accepts the
line-power cord.
Connection posts for Device Under Test (DUT) applied parts, such as ECG
(9 | ECG/Applied Parts Jacks leads. Used to test for leakage current through leads and to supply ECG
signals and performance waveforms to a DUT.
Banana Jack to ECG Adapter Adapter to connect ECG snap leads to the Product.
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How to Hold the Product

When you move the Product, use the handle on the
bottom case to hold it. See Figure 3.

gtv122.eps

Figure 3. Product Handle
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How to Connect to Line Power

AAWarning

To prevent possible electrical shock, fire, or
personal injury:

Do not use an extension cord or adapter
plug.

Make sure the ground conductor in the
mains power cord is connected to a
protective earth ground. Disruption of
the protective earth could put voltage on
the chassis that could cause death.

Replace the mains power cord if the
insulation is damaged or if the insulation
shows signs of wear.

Use only the mains power cord and
connector approved for the voltage and
plug configuration in your country and
rated for the Product.

Do not put the Product where access to
the mains power cord is blocked.
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How to Connect a DUT to the Product

The Product is intended for use with single-phase,
grounded power. It is not intended for dual, split-phase or
three-phase power configurations. It can be used with a
power system that supplies the correct voltages for
single-phase and is grounded, or is an isolated power
system.

Use the power cord for your country mains supply that is
not more than the voltage or power rating of the product.
Connect the cord into the power input connector and then
to the mains outlet.

How to Connect a DUT to the Product

You can connect a Device Under Test (DUT) a number of
different ways for a full electrical safety test. Figure 5
shows a DUT connected to the test receptacle, applied
parts posts, and a connection to the enclosure or
protective earth ground of the DUT.

AAWarning

To prevent possible electrical shock, fire, or
personal injury:

e Use Product-approved measurement
category (CAT), voltage, and amperage
rated accessories (probes, test leads,
and adapters) for all measurements.

e Do not put metal objects into
connectors.

e Do not use exposed metal BNC or
banana plug connectors.

How to Turn On the Product

Note

To make sure the high voltage indicator works,
look for it to illuminate at the power-up.

Push the power switch found on the left-side panel so the
“I” side of the ac power switch is down. The Product does
a series of self tests and then shows the message in
Figure 4 when the self test has completed successfully.

How to Set the Display Contrast

There are two procedures to set the display contrast.
From the Test Sequence start-up menu or through the
Setup menu.

When the Product shows the start-up menu shown in
Figure 4, push @ or & to increase or decrease the
display contrast respectively. Push the Done softkey to
exit contrast setup.

11
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ECG ECG Paddle  Paddle

CF CF BF BF

Oper ator; Biomed

Marne: 60601 3rd Defibrillator
Standard: IECE0601-1-3rd Ed
Class: 1
Applied Parts: 5

Sequence Test Job
gtv125.bmp

Figure 4. Product Ready for Operation

To adjust the contrast through the Setup menu:

1.

12

From the Setup menu, push the Instrument Setup
softkey.

Push the Display Contrast softkey.

Push @ or & to increase or decrease the display
contrast respectively.

Push the Done softkey to exit contrast setup.

How to Set the Language

The Product can display data in English, French,
German, Spanish, Italian, or Portuguese. To change the
language:

Push .

2. From the Setup menu, push the Instrument Setup
softkey.

3. Push ® or ® until the Language variable is
highlighted.

Push (ENTER).
Push & or & to highlight one of the languages.

Push (ENTER).
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How to Turn On the Product

To protective earth or
any exposed conductive
surface on the enclosure

Connect ESA615
to grounded
mains socket.

Connect the DUT ac power cord to the
equipment outlet on the Analyzer

gtv113.eps

Figure 5. DUT Connections to the Product

13
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What to Do Next

For more information on how to use the Product, refer to

the ESA615 Users Manual contained on the Product CD.

Maintenance
AN Warning

To prevent possible electrical shock, fire, or
personal injury:

e Turn off the Product and remove the
mains power cord. Stop for 2 minutes to
let the internal circuits discharge before
you open the fuse door or remove
Product covers.

e Do not operate the Product with covers
removed or the case open. Hazardous
voltage exposure is possible.

e Disconnect the mains power cord before
you remove the Product covers.

e Remove the input signals before you
clean the Product.

e Use only specified replacement parts.

14

e Use only specified replacement fuses.

e Have an approved technician repair the
Product.

The Product is a calibrated measurement instrument. Use
the necessary precautions to prevent mechanical abuse
that could change the calibrated adjustments.

Fuse Test and Fuse Replacement

A Warning
To prevent electric shock, remove all power
cords and test leads from the Product before
opening the fuse door.

For electrical protection of the equipment outlet, the
Product uses two fuses, one in the live (L1) line and one
in the neutral (L2) line. To do a fuse test:

1. Turn the Product so the case bottom is up. See
Figure 6.

2. Flip up the tilt stand.

Remove the screw in the fuse door with a #2 Phillips
head screwdriver and lift the fuse door from the
Product.

4. Remove the two fuses from the Product.
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Maintenance

gtv111.eps
Figure 6. Fuse Access

Using a multimeter, measure the continuity of each
fuse.

If a fuse does not show continuity, replace the fuse(s)
with a fuse of the same current and voltage rating.
Applicable fuse ratings are posted on the case
bottom label of the Product. Table 4 is a list of
available fuses with Fluke Biomedical part numbers.

Reinstall the fuse door and secure it with the screw.

How to Clean the Product

A Warning
To prevent electric shock, do not clean the
Product plugged into mains or attached to a
DUT.
/A Caution

Do not pour fluid onto the Product surface.
Fluid in the electrical circuitry can cause the
Product to fail.

/\ Caution
Do not use spray cleaners on the Product.

This can cause fluid to leak into the Product
and damage electronic components.

Clean the Product occasionally with a damp cloth and
weak detergent. Try to prevent the entrance of liquids.

Clean the adapter cables with the same precautions.
Examine them for damage and deterioration of the
insulation. Examine the connections for integrity before
each use.

15
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Replaceable Parts
Table 4 is a list of replaceable parts for the Product.

Table 4. Replaceable Parts

Iltem Fluke Biomedical Part Number
ESA615 Getting Started Manual 4105845
ESAG615 Users Manual CD 4105850
USA/Japan 2238680
UK 2238596
Australia/China 2238603
Europe 2238615
Power Cord France/Belgium 2238615
Thailand 2238644
Israel 2434122
Switzerland 3379149
Brazil 3841358
USA to Brazil Outlet Adapter 4151242
Null Post Adapter 3326842
Ansur, CD with demo version 2795488

16
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Replaceable Parts

Table 4. Replaceable Parts (cont.)

Iltem Fluke Biomedical Part Number
5-to-5 Banana jack to ECG (BJ2ECG) adapter 3359538
Carrying Case 2248650
Data Transfer Cable 4034393
USA-115, Japan /\ T20A 250V Fuse (Time Lag), 1%4in x Y4 in 2183691
Australia, China, A\ T10A 250V Fuse (Time Lag), 1% in x % in 109298
Switzerland
Fuse
Europe, UK, USA-220,
France/Belgium, Thailand, | A T16A 250V Fuse (Time Lag), 6.3 mm x 32 mm 3321245
Brazil, Israel
15— 20 A Adapter 2195732
ESA USA/AUS/ISR Accessory Kit:
Test Lead Set
TP1 Test Probe Set 3111008
AC285 Alligator Clip Set
ESA EUR Accessory Kit:
Test Lead Set 3111024
TP74 Test Probe Set
AC285 Alligator Clip Set
/A To ensure safety, use exact replacement only.

17
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Accessories
Table 5 is a list of available accessories for the Product.

Table 5. Accessories

Iltem Fluke Biomedical Part Number
Test Leads with Retractable Sheath 1903307
Ground Pin Adapters 2242165
1-to-10 ECG Adapter 3392119
Universal Snap to Banana Adapter (10/pack) 2462072
Ultrasound Test Cable Adapter 3472633
USB Wireless Dongle 3341333

18
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Specifications
Specifications
Temperature
OPErating ....ccoeoveeeiiiiieeiee e 10 °C to 40 °C (50 °F to 104 °F)
STOrAgE. .t -20 °C to 60 °C (-4 °F to 140 °F)
HUMIAILY oo 10 % to 90 % non-condensing
Altitude
100 V/115 V ac mains supply voltage.................. 5000 m
230 V ac mains supply voltage ...........ccccecveeernne 2000 m
DISPIAY .. iteeiieiiee it LCD display
Communications
USB Device Upstream Port... ....Mini-B connector for control by a computer
USB Host Controller Port ...........coocoeiiiieeniieene Type A, 5V output, 0.5 A max load. Connector for keyboard and barcode reader
WIrEIESS. ..t IEEE 802.15.4 for control by a computer
Modes of Operation........ccccceevveeeiiieieiiiee e Manual and remote
Power
100 V/115 V power outlet.........cocceveeiiineeiiees 90 to 132 V ac rms, 47 to 63 Hz, 20 A maximum
230 V power outlet .........ocovveiiiiiiiieecee e 180 to 264 V ac rms, 47 to 63 Hz, 16 A maximum
WEIGNT .o 1.6 kg (3.5 Ib)
SHZE it 285cmx17.6 cmx 8.4cm (11.2in x6.9in x 3.3 in)
Wireless Radio
Frequency Range..........cccoccveiiiiiiiiici e 2412 MHz to 2462 MHz
Output POWET .....coiiiiiiiiiicce e <1 mW

19
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Safety
GENETAl ... IEC 61010-1: Overvoltage Category I, Pollution Degree 2
Measurement..........ccccooiiiiiiiieie e IEC 61010-2-030: CAT 11 300 V

IP RALING ©oeeeeeeeeie e IEC 60529: IP20

Electromagnetic Compatibility (EMC)
International ..o IEC 61326-1: Basic Electromagnetic Environment CISPR 11: Group 1, Class A

Group 1: Equipment has intentionally generated and/or uses conductively-coupled radio
frequency energy that is necessary for the internal function of the equipment itself.

Class A: Equipment is suitable for use in all establishments other than domestic and
those directly connected to a low-voltage power supply network that supplies buildings
used for domestic purposes. There may be potential difficulties in ensuring
electromagnetic compatibility in other environments due to conducted and radiated
disturbances.

Emissions that exceed the levels required by CISPR 11 can occur when the equipment
is connected to a test object. The equipment may not meet the immunity requirements of
this standard when test leads and/or test probes are connected.

Korea (KCC) ...oouvveiieiieeieeeeeee e Class A Equipment (Industrial Broadcasting & Communication Equipment)

Class A: Equipment meets requirements for industrial electromagnetic wave equipment
and the seller or user should take notice of it. This equipment is intended for use in
business environments and not to be used in homes.

USA (FCC) ettt 47 CFR 15 subpart B. This product is considered an exempt device per clause 15.103.

20
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Detailed Specifications
Test Standard Selections
Voltage

Ranges (Mains voltage)

Range (Point-to-point voltage)
5000 M .
2000 M <o
ACCUFACY ....eeiiiiieeiiie et
Earth Resistance
Test Current
RANGE.... i
ACCUFACY ....eeiiiiieeiiie ettt
Equipment Current
RaNGE ...
ACCUFACY ...ceeiiiieeeiiie ettt
Duty cycle

Leakage Current

ANSI/AAMI ES-1, IEC62353, IEC60601-1, and AN/NZS 3551

90.0 Vto 132.0 Vacrms

180.0 V to 264.0 V ac rms

0.0 Vto <150 V ac rms
0.0 V t0 <300.0 V ac rms

(2 % of reading + 0.2 V)

2-Wire

>200 mA ac

0.000 Q to 2.000 Q

(2 % of reading + 0.015 Q)

0.0 Ato 20.0 Aacrms
(5 % of reading + (2 counts or 0.2 A, whichever is greater))
15 A to 20 A, 5 min on/5 min off

10 Ato 15 A, 7 min on/3 min off
0 Ato 10 A, continuous

AC+DC (True-rms)

AC only

DC only

* For tests that do not use MAP voltage, AC+DC, AC ONLY, and DC ONLY modes are
available for all leakages. MAP voltages are available only in True-rms (shown as
AC+DC)

21
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Patient Load Selection...........ccccooviieeiiiiennieenne AAMI ES1-1993 Fig. 1
IEC 60601: Fig. 15
Crest factor ......c.coeveee e <3

..0.0 pA to 199.9 A
200 pA to 1999 pA
2.00 mA to 10.00 mA

Ranges

Accuracy
DC1to 1 KHZ ..o +(1 % of reading + (1 uA or 1 LSD, whichever is greater))
1kHz t0 100 KHZ......oooiiiiiiiiie +(2 % of reading + (1 uA or 1 LSD, whichever is greater))
1 kHz to 5 kHz (current > 1.6 mA) .................. +(4 % of reading + (1 pA or 1 LSD, whichever is greater))
100 kHZt0 1 MHZ ..o (5 % of reading + (1 uA or 1 LSD, whichever is greater))

Note
Accuracy for Isolation, MAP, Direct AP, Alternative AP, and Alternative Equipment leakage tests all ranges are:
e At120V ac + (2.5 4A or 1 LSD, whichever is greater)
e At 230V ac additional #3.0 % and + (2.5 uA or 1 LSD, whichever is greater)
For Alternative equipment, Alternative AP, and Direct AP leakage tests, the leakage values are compensated for
nominal mains as per 62353. Therefore, the accuracy specified for other leakages is not applicable.

Mains on applied part test voltage....................... 100 % 7 % of Mains for AAMI, current limited to 1 mA £25 % per AAMI
100 % 7 % of Mains for IEC 62353 current limited to 3.5 mA +25 % per IEC 62353
100 % 7 % of Mains for IEC 60601-1 current limited to 7.5 mA +25 % per IEC 60601-1
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Differential leakage

ACCUFACY ....eeiiiiie ettt
Insulation resistance
RANGES ...

Accuracy
20 MQ RANGE .....eiiiiieiiiieeiee e
100 MQ Range

Source test voltage

Maximum load capacitance
ECG Performance Waveforms

Accuracy
FrequencCy ...
Amplitude ..o
Waveforms
ECG Complex
Ventricular Fibrillation

Square wave (50 % duty cycle).........cccceeeene
Sine wWave........ccceevveeeeeiieeens

Triangle wave
Pulse (63 ms pulse width)

75 pAto 199 A
200 pA to 1999 pA
2.00 mA to 20.00 mA

(10 % of reading + (2 counts or 20 uA, whichever is greater))

0.5 t0 20.0 MQ
20.0 to 100.0 MQ

+(2 % of reading + 0.2 MQ)

(7.5 % of reading + 0.2 MQ)

500 or 250 V dc (+20 %, -0 %) 2.0 £0.25 mA short-circuit current
1 uF

2 %

15 % of 2 Hz square wave only, fixed @ 1 mV Lead Il configuration

30, 60, 120, 180, and 240 BPM

0.125Hz and 2 Hz

...10, 40, 50, 60, and 100 Hz

30 BPM and 60 BPM
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Factory-Supplied Test Sequences
60601 3" Edition Patient Monitor
60601 3" Edition Defibrillator
60601 3™ Edition Infusion Pump
60601 3™ Edition Ultrasound Device
60601 3" Edition Generic Device
60601 3™ Edition System
62353-Alt. Patient Monitor
62353-Alt. Defibrillator
62353-Alt. Infusion Pump
62353-Alt. Ultrasound Device
62353-Alt Generic Device
NFPA99 Patient Monitor
NFPA99 Defibrillator
NFPA99 Infusion Pump
NFPA99 Ultrasound Device
NFPA99 Generic Device
ANSI/AAMI ES-1 Patient Monitor
ANSI/AAMI ES-1 Defibrillator
ANSI/AAMI ES-1 Infusion Pump
ANSI/AAMI ES-1 Ultrasound Device
ANSI/AAMI ES-1 Generic Device
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Warranty and Product Support

Fluke Biomedical warrants this instrument against defects in materials and workmanship for one year from the date of
original purchase OR two years if at the end of your first year you send the instrument to a Fluke Biomedical service center
for calibration. You will be charged our customary fee for such calibration. During the warranty period, we will repair or at our
option replace, at no charge, a product that proves to be defective, provided you return the product, shipping prepaid, to
Fluke Biomedical. This warranty covers the original purchaser only and is not transferable. The warranty does not apply if the
product has been damaged by accident or misuse or has been serviced or modified by anyone other than an authorized
Fluke Biomedical service facility. NO OTHER WARRANTIES, SUCH AS FITNESS FOR A PARTICULAR PURPOSE, ARE
EXPRESSED OR IMPLIED. FLUKE SHALL NOT BE LIABLE FOR ANY SPECIAL, INDIRECT, INCIDENTAL OR
CONSEQUENTIAL DAMAGES OR LOSSES, INCLUDING LOSS OF DATA, ARISING FROM ANY CAUSE OR THEORY.

This warranty covers only serialized products and their accessory items that bear a distinct serial number tag. Recalibration
of instruments is not covered under the warranty.

This warranty gives you specific legal rights and you may also have other rights that vary in different jurisdictions. Since
some jurisdictions do not allow the exclusion or limitation of an implied warranty or of incidental or consequential damages,
this limitation of liability may not apply to you. If any provision of this warranty is held invalid or unenforceable by a court or
other decision-maker of competent jurisdiction, such holding will not affect the validity or enforceability of any other provision.
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Notices

All Rights Reserved

© Copyright 2015, Fluke Biomedical. No part of this publication may be reproduced, transmitted, transcribed, stored in a retrieval
system, or translated into any language without the written permission of Fluke Biomedical.

Copyright Release

Fluke Biomedical agrees to a limited copyright release that allows you to reproduce manuals and other printed materials for use in
service training programs and other technical publications. If you would like other reproductions or distributions, submit a written
request to Fluke Biomedical.

Unpacking and Inspection

Follow standard receiving practices upon receipt of the instrument. Check the shipping carton for damage. If damage is found, stop
unpacking the instrument. Notify the carrier and ask for an agent to be present while the instrument is unpacked. There are no
special unpacking instructions, but be careful not to damage the instrument when unpacking it. Inspect the instrument for physical
damage such as bent or broken parts, dents, or scratches.

Technical Support

For application support or answers to technical questions, either email techservices@flukebiomedical.com or call 1-800- 850-4608 or
1-440-248-9300. In Europe, email techsupport.emea@flukebiomedical.com or call +31-40-2965314.

Claims

Our routine method of shipment is via common carrier, FOB origin. Upon delivery, if physical damage is found, retain all packing
materials in their original condition and contact the carrier immediately to file a claim. If the instrument is delivered in good physical
condition but does not operate within specifications, or if there are any other problems not caused by shipping damage, please
contact Fluke Biomedical or your local sales representative.



Returns and Repairs
Return Procedure

All items being returned (including all warranty-claim shipments) must be sent freight-prepaid to our factory location. When you
return an instrument to Fluke Biomedical, we recommend using United Parcel Service, Federal Express, or Air Parcel Post. We also
recommend that you insure your shipment for its actual replacement cost. Fluke Biomedical will not be responsible for lost
shipments or instruments that are received in damaged condition due to improper packaging or handling.

Use the original carton and packaging material for shipment. If they are not available, we recommend the following guide for
repackaging:

. Use a double—walled carton of sufficient strength for the weight being shipped.
. Use heavy paper or cardboard to protect all instrument surfaces. Use nonabrasive material around all projecting parts.
. Use at least four inches of tightly packed, industry-approved, shock-absorbent material around the instrument.

Returns for partial refund/credit:

Every product returned for refund/credit must be accompanied by a Return Material Authorization (RMA) number, obtained from our
Order Entry Group at 1-440-498-2560.

Repair and calibration:
To find the nearest service center, go to www.flukebiomedical.com/service or

In the U.S.A.: In Europe, Middle East, and Africa:
Cleveland Calibration Lab Eindhoven Calibration Lab
Tel: 1-800-850-4608 x2564 Tel: +31-40-2675300
Email: globalcal@flukebiomedical.com Email: ServiceDesk@fluke.com
Everett Calibration Lab In Asia:
Tel: 1-888-99 FLUKE (1-888-993-5853) Everett Calibration Lab
Email: service.status@fluke.com Tel: +425-446-6945

Email: service.international@fluke.com

To ensure the accuracy of the Product is maintained at a high level, Fluke Biomedical recommends the product be calibrated at least
once every 12 months. Calibration must be done by qualified personnel. Contact your local Fluke Biomedical representative for
calibration.



Certification

This instrument was thoroughly tested and inspected. It was found to meet Fluke Biomedical’s manufacturing specifications when it
was shipped from the factory. Calibration measurements are traceable to the National Institute of Standards and Technology (NIST).
Devices for which there are no NIST calibration standards are measured against in-house performance standards using accepted
test procedures.

WARNING

Unauthorized user modifications or application beyond the published specifications may result in electrical shock hazards or
improper operation. Fluke Biomedical will not be responsible for any injuries sustained due to unauthorized equipment modifications.

Restrictions and Liabilities

Information in this document is subject to change and does not represent a commitment by Fluke Biomedical. Changes made to the
information in this document will be incorporated in new editions of the publication. No responsibility is assumed by Fluke Biomedical
for the use or reliability of software or equipment that is not supplied by Fluke Biomedical, or by its affiliated dealers.

Manufacturing Location
The ESA615 Electrical Safety Analyzer is manufactured at Fluke Biomedical, 6920 Seaway Blvd., Everett, WA, U.S.A.
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Introduction
A Warning

To prevent possible electrical shock, fire, or
personal injury, read all safety information
before you use the Product.

The Fluke Biomedical ESA615 Electrical Safety Analyzer
(the Product) is a full-featured, compact, portable
analyzer, designed to verify the electrical safety of
medical devices. The Product tests to domestic
(ANSI/AAMI ES1, NFPA 99) and international (IEC62353,
AN/NZS 3551, and parts of IEC 60601-1) electrical-safety
standards. The Product simulates ECG to do
performance tests on ECG monitors.

Electrical Safety Analyzer

The integrated ANSI/AAMI ES1 and IEC60601-1 patient
loads are easily selectable.

The Product does these tests:

e Line (Mains) voltage

e  Ground Wire (Protective Earth) resistance
e  Equipment current

¢ Insulation resistance

e Ground (Earth) leakage

e Chassis (Enclosure) leakage

e Lead to Ground (Patient) and Lead to Lead (Patient
Auxiliary) leakage

e Lead isolation (Mains on applied parts leakage)
o Differential leakage
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Table 1 is a list of the symbols used on the Product and in
this manual.

Direct equipment leakage

Direct applied part leakage

Alternative equipment leakage

Alternative applied part patient leakage

Point to point leakage, voltage, and resistance
ECG simulation and performance waveforms

Table 1. Symbols

Symbol

Description

q3

Conforms to European Union directives.

@:

Certified by CSA Group to North American
safety standards.

Conforms to relevant Australian EMC
requirements.

Symbol

Description

A

WARNING - RISK OF DANGER. Consult
user documentation.

Conforms to relevant South Korean EMC
Standards.

A

WARNING. HAZARDOUS VOLTAGE. Risk
of electric shock.

Fuse

v

Equipotential

CATI

Measurement Category |l is applicable to
test and measuring circuits connected
directly to utilization points (socket outlets
and similar points) of the low-voltage
MAINS installation.

13<¢

This product complies with the WEEE
Directive marking requirements. The
affixed label indicates that you must not
discard this electrical/electronic product in
domestic household waste. Product
Category: With reference to the equipment
types in the WEEE Directive Annex |, this
product is classed as category 9
"Monitoring and Control Instrumentation”
product. Do not dispose of this product as
unsorted municipal waste.




Electrical Safety Analyzer
Intended Use

Intended Use

The Product is an electronic signal source and
measurement device for verifying the electrical safety of
medical devices. The Product also provides ECG
simulation and performance waveforms to verify patient
monitors are performing within their operating
specifications.

The Product provides the following function categories:

e ECG Functions
e ECG-Performance Testing

The intended user is a trained biomedical equipment
technician who performs periodic preventative
maintenance checks on patient monitors in service. Users
can be associated with hospitals, clinics, original
equipment manufacturers and independent service
companies that repair and service medical equipment.
The end user is an individual, trained in medical
instrumentation technology.

This Product is intended to be used in the laboratory
environment, outside of the patient care area, and is not
intended for use on patients, or to test devices while
connected to patients. This Product is not intended to be
used to calibrate medical equipment. It is intended for
over the counter use.

Safety Information

In this manual, a Warning identifies conditions and
procedures that are dangerous to the user. A Caution
identifies conditions and procedures that can cause
damage to the Product or the equipment under test.

A Warning

To prevent possible electrical shock, fire, or
personal injury, follow these guidelines:

e Carefully read all instructions.

e Usethe Product only as specified, or the
protection supplied by the Product can
be compromised.

e Use only the mains power cord and
connector approved for the voltage and
plug configuration in your country and
rated for the Product.

e Do not apply more than the rated
voltage, between the terminals or
between each terminal and earth ground.

e Measure a known voltage first to make
sure that the Product operates correctly.
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Do not touch voltages >30 V ac rms, 42V
ac peak, or 60 V dc.

Do not use the Product around explosive
gas, vapor, or in damp or wet
environments.

Do not use an extension cord or adapter
plug.

Do not connect the Product to a patient
or equipment connected to a patient. The
Product is intended for equipment
evaluation only. The Product must not be
used in diagnostics, treatment, or other
capacities where the Product could
touch a patient.

Remove the null post adapter from the
JINull jack after a test lead zero is
performed. The @/Null jack becomes
potentially hazardous during some of the
test conditions. Use only cables with
correct voltage ratings.

Keep fingers behind the finger guards on
the probes.

Do not use the 15-20 A adapter to supply

power to devices rated more than 15 A.
This can overload the installation.

Use only current probes, test leads, and
adapters supplied with the Product.

Comply with local and national safety
codes. Use personal protective
equipment (approved rubber gloves, face
protection, and flame-resistant clothes)
to prevent shock and arc blast injury
where hazardous live conductors are
exposed.

Do not touch metal parts of the device
under test (DUT) while you do a test.
Some tests apply high voltage and high
current to the DUT with the DUT earth
connection open or closed.

Examine the case before you use the
Product. Look for cracks or missing
plastic. Carefully look at the insulation
around the terminals.

Do not use test leads if they are
damaged. Examine the test leads for
damaged insulation, exposed metal, or if
the wear indicator shows. Check test
lead continuity.



Electrical Safety Analyzer
Safety Information

Make sure the ground conductor in the
mains power cord is connected to a
protective earth ground. Disruption of
the protective earth could put voltage on
the chassis that could cause death.

Replace the mains power cord if the
insulation is damaged or if the insulation
shows signs of wear.

Connect the common test lead before
the live test lead and remove the live test
lead before the common test lead.

Remove all probes, test leads, and
accessories that are not necessary for
the measurement.

Disable the Product if it is damaged.
Do not use the Product if it is damaged.
Do not use the Product if it operates
incorrectly.

Use this Product indoors only.

Use Product-approved measurement
category (CAT), voltage, and amperage
rated accessories (probes, test leads,
and adapters) for all measurements.

e Limit operation to the specified
measurement category, voltage, or
amperage ratings.

e Only use probes, test leads, and
accessories that have the same
measurement category, voltage, and
amperage ratings as the Product.

Unpack the Product

Carefully unpack all items from the box and check that
you have these items:

e ESA615

e  Getting Started Manual

e Users Manual CD

e Carrying case

e Power cord

e 15-20 A Adapter (USA only)

e ESA USA Accessory Kit (USA, Australia, and Israel
only) or ESA EUR Accessory Kit

e Ansur Demo CD

e  Null Post Adapter

e 5-to-5 Banana to ECG Adapter (BJ2ECG)
e USB Transfer Cable
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Instrument Familiarization
Figure 1 and Table 2 show the front-panel controls and connections of the Product.

gtv116.eps
Figure 1. Front-Panel Controls and Connections
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Instrument Familiarization

Table 2. Top-Panel Controls and Connections

Iltem Name Description
Equipment Outlet Controls the configuration of the equipment outlet. Opens and closes the neutral and
Configuration Buttons ground connection and reverses the polarity of the neutral and hot connection.

@ |High Voltage Indicator !Ifutr:ei)n_la_lteesst vth;sngiagCtlwe\./oltage is applied to the ECG/Applied Parts posts or L1 and L2

(3 | Test Function Buttons Selects the Product test functions.

(® | Navigation Buttons Cursor control buttons for navigating menus and lists.

(5) |Test Button Starts selected tests.

(6) | Enter Button Sets the highlighted function.

@ | Input Jacks Test lead connectors.

Nulling Jack Connection to zero test lead resistance.

® | Function Softkeys Keys F1 through F4 are used to select from a number of selections that show in the

LCD display above each function softkey.
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Figure 2 and Table 3 describe the side and top-panel connections of the Product.

gtv110.eps
Figure 2. Side and Top-Panel Connections
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Instrument Familiarization

Table 3. Side and Top-Panel Connections

Iltem Name Description

@ | Equipment Outlet Equipmgnt outlet, specified to the version of the Product, which supplies a DUT
connection.

(® | USB A Controller Port For external keyboard or barcode reader.

® US.B, Device Port Digital connection to control the Product from a PC or instrument controller.

(Mini B-style connector)

(@) | Fuse Access Door Equipment outlet fuse access.

(6 |Tilt Stand Holds the Product in a tilted position.

(6) |SD Card Slot SD Memory Card access.

(@ | AC Power Switch Turns ac power on and off.

- E 20 C1 h h

Power Input Connector Agrounded male three-prong (IEC 60320 C19) connector that accepts the
line-power cord.
Connection posts for Device Under Test (DUT) applied parts, such as ECG

(® |ECG/Applied Parts Jacks leads. Used to test for leakage current through leads and to supply ECG
signals and performance waveforms to a DUT.

Banana Jack to ECG Adapter Adapter to connect ECG snap leads to the Product.
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How to Hold the Product

When you move the Product, use the handle on the
bottom case to hold it. See Figure 3.

gtv122.eps

Figure 3. Product Handle

10

How to Connect to Line Power

AAWarning

To prevent possible electrical shock, fire, or
personal injury:

Do not use an extension cord or adapter
plug.

Make sure the ground conductor in the
mains power cord is connected to a
protective earth ground. Disruption of
the protective earth could put voltage on
the chassis that could cause death.

Replace the mains power cord if the
insulation is damaged or if the insulation
shows signs of wear.

Use only the mains power cord and
connector approved for the voltage and
plug configuration in your country and
rated for the Product.

Do not put the Product where access to
the mains power cord is blocked.



Electrical Safety Analyzer
How to Connect a DUT to the Product

The Product is intended for use with single-phase,
grounded power. It is not intended for dual, split-phase or
three-phase power configurations. It can be used with a
power system that supplies the correct voltages for
single-phase and is grounded, or is an isolated power
system.

Use the power cord for your country mains supply that is
not more than the voltage or power rating of the product.
Connect the cord into the power input connector and then
to the mains outlet.

How to Connect a DUT to the Product

You can connect a Device Under Test (DUT) a number of
different ways for a full electrical safety test. Figure 5
shows a DUT connected to the test receptacle, applied
parts posts, and a connection to the enclosure or
protective earth ground of the DUT.

AAWarning

To prevent possible electrical shock, fire, or

personal injury:

e Use Product-approved measurement
category (CAT), voltage, and amperage
rated accessories (probes, test leads,
and adapters) for all measurements.

e Do not put metal objects into
connectors.

e Do not use exposed metal BNC or
banana plug connectors.
How to Turn On the Product

Note

To make sure the high voltage indicator works,
look for it to illuminate at the power-up.

Push the power switch found on the left-side panel so the
“I” side of the ac power switch is down. The Product does
a series of self tests and then shows the message in
Figure 4 when the self test has completed successfully.

ECG ECG Paddle  Paddle

CF CF BF BF

Oper ator; Biomed

Marne: 60601 3rd Defibrilator
Standard: IECG0601-1-3rd Ed
Class: 1
Applied Parts: 5

Sequence Test Job

Figure 4. Product Ready for Operation

gtv125.bmp

11
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To protective earth or
any exposed conductive
surface on the enclosure

Connect ESA615
to grounded
mains socket.

Connect the DUT ac power cord to the
equipment outlet on the Analyzer

gtv113.eps

Figure 5. DUT Connections to the Product

12



Electrical Safety Analyzer
How to Access the Product Functions

The self-test measures the ac mains input for correct
polarity, ground integrity and voltage level. The high
voltage indicator illuminates briefly during the self test. If
the polarity is reversed, the Product shows this condition
and sets the polarity to be reversed internally. If the
ground is open, the Product shows this fault. If the mains
voltage is too high or too low, the Product shows this fault
and does not continue until the supply voltage is
corrected and the Product power turned off and then on
again.

How to Access the Product Functions

For each test and setup function, the Product uses a
series of menus to access different Product tests and
setup variables. The example shown in Figure 6, the
Product shows different leakage current tests along the
bottom of the display. The More softkey lets you access
more menus related to the test. When you push a softkey
(F1 through F4) below a test name, the Product sets up
for or does the selected test.

For some tests, it will be necessary to set parameters
with the navigation buttons. In the example above, the
leakage parameter has ¢ next to it. This icon shows you
must push @ or & to set its value. In this example, the
leakage current measurement changes between AC+DC,
AC only, or DC only. The applied parts indicator has 4 on
the left end and P on the right end. These icons show that
you must push @ and 0 to set an applied part.

13
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Leakage Figure 5 shows polarity is settable between normal,
reversed, and off. Neutral is also settable to closed or
open. Earth condition is not shown, which means it can

0 9 MA not be changed. Earth is internally opened while the
] AC+DCS Product does this test.

HORMAL How to Connect a PC to the Product
CLOSED| To connect the Product to a PC:

Connect a USB port on your PC or laptop to the Mini B
USB device port on the Product.

Ground wWire Chassis

gtv102.bmp Or
Figure 6. Leakage Current Menu Plug in an XStick wireless USB dongle to your PC USB
The three buttons along the right side of the display port. Products available over wireless will be listed by
((Pozmy) (vewm) (&) ) control the wiring of the Product's serial number. Connect to a single Product. See Figure 7.

test receptacle for some electrical tests. The current
condition of these three buttons is shown along the right
edge of the display when these controls are active.

14
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How to Connect a PC to the Product

gtv129.bmp
Figure 7. Product to PC Connection

15
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How to Set Up the Product

There are a number of Product parameters that are
adjusted through the setup function. To access the first
Setup menu shown in Figure 8, push B33 .

Operator:
Date:
Tirne:

Standarch AAMIES1/NFPA99
GFCT Limit: sma,
Polarity Delay: 5gec

Instrument | Instrument
Setup Information
gtv124.bmp

Figure 8. Setup Menu

Set the Operator Name

You can associate an operators name with electrical test
results. To set the operator name:

1. From the Setup menu, push @ or & until the
Operator name is highlighted.

2. Push [ENTeR].

16

An operator list shows in the display. See Figure 9.
The Default User name “None” is used when an
actual user name is not set.

Setup: Operator
[Mone |
New Delete Back

gtv123.jpg
Figure 9. Operator List Screen

Set the Operator Name from a List

1. From the Operator list, push @ or & to highlight one
of the operator names.

2. Push [EnTeR).
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How to Set Up the Product

Set a New Operator Name

1.

From the Operator list, push the New softkey.

Note

The Product keeps a maximum of 20 operator
names. If you push the New softkey and there
are already 20 names, the Product will show an
error. You will have to delete one or more names
to add a new name.

In the Keyboard screen, push @, (), @, or ® to move
the highlight to a character.

Push to add the highlighted character to the
name field.
Note

You can push the F2 softkey to set the keyboard
between upper and lower case letters. Highlight

characters and standard alpha-numeric letters.

Do steps 2 and 3 again until the operator name is
complete.

Push the Done softkey.

Note

Push the Back softkey to delete the last
character in the name field.

Delete an Operator Name

To delete an operator name:

1.

4.
5.
6.

From the Setup menu, push ® or & until the
Operator name is highlighted.

Push [ENTER).

From the Operator list, push @ or & to highlight one
of the operator names.

Push the Delete softkey.
A delete confirmation screen will show in the display.
Push the Delete softkey.

Set the Date

From the Setup menu, push & or & until the Date value
is highlighted.

1.
2.

Push [ENTER).

In the Keyboard screen, push @ or () to move the
highlight to a character.

Push [ENTER).
Do steps 2 and 3 again until the date is complete.
Push the Done softkey.

Note

Push the Back softkey to delete the last
character in the date field.

17
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Set the Time

1.

From the Setup menu, push & or & until the Time
value is highlighted.

Push (ENTER).

In the Keyboard screen, push @ or () to move the
highlight to a character.

Push (ENTER).
Do steps 3 and 4 again until the time is complete.

Note

When you set the time for 12-hour format, push
the am/pm softkey to set AM or PM.

Push the Done softkey.

Note

Push the Back softkey to delete the last
character in the date field.

Set the Test Standard

1.

18

From the Setup menu, push & or & until the
Standard variable is highlighted.

Push (ENTER).

Push @& or & to highlight one of the standards.

Push (ENTER).

Set the GFCI Limit

The GFCI (Ground Fault Current Interrupter) protects the
DUT from short circuits when it is connected to the test
receptacle of the Analyzer. (The GFCI has no effect
during Insulation testing, Protective Earth Resistance
testing, and Voltage testing because the test receptacle is
not connected to mains power for these tests.) When the
GFCl trips, it removes power from the test receptacle,
and also the DUT, by opening the relays. The Analyzer
continues to operate and shows “Fault Detected” with an
explanation.

The Analyzer uses the GFCI setting for the standard the
user selected for testing. For best results, verify the GFCI
setting in the Setup menu. The AAMI standard specifies
5 mA. All of the other standards (for example IEC
60601-1 and IEC 62353) specify 10 mA. The 25 mA
setting is a special case that is not defined in any
standard.
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To set the GFCI current limit:

1. From the Setup menu, press the softkey labeled
Instrument Setup, to show the instrument setup
selections.

2. Press the softkey labeled More to show additional
menu selections.

3. Press the softkey labeled GFCI Limit to open a scroll
box above the softkey label.

Press @ or & to adjust the current limit.

5. Press the softkey labeled GFCI Limit to exit the
GFCI Limit setup function.
Set Polarity Switching Delay

When the test receptacle of the Product is switched, a
delay can be set to control the actual switch time. To set
the polarity delay:

1. From the Setup menu, push @® or & until the
Polarity Delay variable is highlighted.
Push (ENTER).

3. Push @® or & to highlight one of the preset delay
values.

4. Push [ENTER].

Set the Date Format

1.

5.

From the Setup menu, push the Instrument Setup
softkey.

Push & or & until the Date Format variable is
highlighted.

Push (ENTER).

Push & or & to highlight DD/MM/YYYY,
MM/DD/YYYY, or YYYY/MM/DD.

Push (EnTer).

Set the Time Format

1.

From the Setup menu, push the Instrument Setup
softkey.

Push & or & until the Time Format variable is
highlighted.

Push [ENTER).
Push @ or & to highlight 12 Hour or 24 Hour.

Push [ENTER).
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Set the Language

The Product can display data in English, French,
German, Spanish, Italian, or Portuguese. To change the
language:

1. From the Setup menu, push the Instrument Setup
softkey.

2. Push @ or & until the Language variable is
highlighted.

3. Push [ENTeR].

4. Push @® or = to highlight one of the languages.
5. Push [ENTeR].

Set the Beeper

To enable or disable the beeper:

1. From the Setup menu, push the Instrument Setup
softkey.

2. Push @ or & until the Beeper variable is
highlighted.

3. Push [ENTeR).
Push @& or & to highlight Off or On.

Push (ENTER).
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Set the Display Contrast

There are two procedures to set the display contrast.
From the Test Sequence start-up menu or through the
Setup menu.

When the Product shows its Start-Up menu (Select a
test...), push @ or & to increase or decrease the display
contrast respectively. Push the Done softkey to exit
contrast setup.

To adjust the contrast through the Setup menu:

1. From the Setup menu, push the Instrument Setup
softkey.

Push the Display Contrast softkey.

Push @ or & to increase or decrease the display
contrast respectively.

4. Push the Done softkey to exit contrast setup.
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How to View Instrument Information

To show model number, serial number, firmware version,
and last calibration date of the Product, push B2l . Next
push the Instrument Information softkey.

How to Do Electrical Safety Tests

The Product does a number of different electrical and
performance tests on biomedical equipment. The sections
that follow are test descriptions with instructions on how
to do them with the Product.

Set the Test Standard

The electrical safety tests in the Product are specified by
different safety standards: AAMI ES1/NFPA99,
IEC62353, IEC60601-1, and AN/NZS 3551. AAMI is set
as the default standard. To select different standard:

1. From the Setup menu, push & until the Standard
variable is highlighted.

Push (ENTER).
Push & or & to highlight one of the standards.

Push (ENTER).

Not all electrical tests are applicable for all standards. In
these cases, the menu only shows the tests that are
specified in the set standard.

Note
The standard set in the Setup menu applies to
all manual measurement modes. The automated
tests use the standard set for the selected test
sequence.

Mains Voltage Test
The Mains Voltage test measures the voltage on the
mains input through three measurements. To access the

Mains Voltage test, push (V_]. The Mains Voltage test
menu is shown in Figure 10.

Line Yoltage
12 1.0
Live to Heutral to Live to
Meutral Ground Ground

gtv104.bmp

Figure 10. Mains Voltage Test Menu
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Push each function softkey to do each of the three
measurements: Live to neutral, neutral to ground, and live
to ground.
Note
Power is removed from the test receptacle while
the Product does a Mains Voltage test.
Ground Wire (Protective Earth) Resistance Test

The Ground Wire (Protective Earth) Resistance test
measures the impedance between the PE terminal of the
test receptacle and the exposed conductive parts of the
DUT that are connected to the Protective Earth of the
DUT.

Note

Before you do leakage tests with the Product, it
is best to make sure the ground connection is
good.

Do this test between the test receptacle ground and the
Protective earth ground of the DUT or DUT enclosure.

To access the Ground Wire (Protective Earth) @/Null
Resistance Test menu push (0.

Note
The DUT is turned off for this test.
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To do a ground wire resistance test:

1. Make sure the power cord from the DUT is
connected into the test receptacle.

Push to reveal the resistance function menu.

Connect one end of a test lead to the V/Q/A jack.
See Figure 12.

4. If you use an accessories probe, connect it to the
other end of the test lead and put the probe tip into
the @/Null jack. If you use an alligator clip accessory,
connect it to the other end of the test lead, put the
null post adapter in the @/Null jack, and clamp the
alligator clip to the null post adapter.

Note

The @/Null jack does not accept the test leads
supplied with the Product.

5. Push the Zero Leads softkey. The Product zeroes
out the measurement to cancel the test lead
resistance.

6. Connect the test lead from the V/Q/A jack to the DUT
enclosure or protective earth connection.

7. After you make the connections to the DUT, the
measured resistance shows in the display. See
Figure 11.
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iGround Wire Resistance

0.007 °

gtv105.jpg
Figure 11. DUT Ground Resistance Measurement

For Products shipped with a US outlet:

As a temporary deviation, this unit includes a 15 Ato 20 A
adapter. Use the adapter to accommodate devices with
20 A power plugs. When this adapter is installed, use the
included ground lug and zero out the resistance for
Ground Wire (Protective Earth) Resistance
measurements. If you do not zero the resistance, you
must add an additional factor of 5 mQ to the readings
obtained in Ground Wire Resistance mode.

To zero the resistance for units with the adapter, connect
the adapter to the test receptacle. Follow the procedure
above, and replace step 4 with:

4. If using a probe accessory, connect it to the other
end of the test lead and place the probe tip into the
ground jack on the 15 A-to-20 A adapter. If using an
alligator clip accessory, connect it to the other end of
the test lead, place the null post adapter in the
ground jack of the 15 A-to-20 A adapter, and clamp
the alligator clip to the null post adapter.

A/ Warning
To prevent electrical shock, remove the null
post adapter from the @/Null jack after a test
lead zero is performed. The @/Null jack
becomes potentially hazardous during some
of the test conditions.

A low resistance measurement is necessary to make sure
there is a good ground connection through the power
cord. Refer to the applicable electrical safety standard for
the specified limit value to be followed.

Figure 13 shows the electrical connections between the
Product and the DUT. Table 4 is a list of the abbreviations
used in the schematics and their descriptions.
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To protective earth or any exposed
conductive surface on the enclosure

Connect the DUT ac power cord to the
equipment outlet on the Analyzer

24

gtv112.eps
Figure 12. Ground Wire (Protective Earth) Resistance Measurement Connections
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Table 4. Schematic Abbreviations

Abbreviation

Meaning

MD Measurement Device (ESA615 Analyzer)
FE Functional Earth

PE Protective Earth

Mains Mains voltage supply

L1 Live conductor

L2 Neutral conductor

DUT Device Under Test

DUT_L1 Device Under Test live conductor

DUT L2 Device Under Test neutral conductor
DUT_PE Device Under Test Protective Earth

REV POL Reversed mains supply polarity

LEAD GND Lead to ground, used in patient leakage test
MAP Mains on Applied Part

MAP REV Reverse Mains on Applied Part source voltage
PE Open Open Protective Earth

~ Test voltage
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DEVICE UNDER TEST
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Figure 13. Ground Wire (Protective Earth) Resistance Measurement Schematic
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Insulation Resistance Test

The five Insulation Resistance Tests measure mains

(L1 and L2) to Protective earth, applied parts to Protective
earth, mains to applied parts, mains to non-earthed
conductive points, and applied parts to non-earthed
conductive points.

To access the Insulation Resistance Test menu,

push (MQ].

All Insulation Resistance Tests can be done with 500 V dc
or 250 V dc. To change the test voltage from the Insulation
Resistance Test menu, push the More softkey. Push the
Change Voltage softkey to toggle the test voltage
between 250 V dc and 500 V dc.

Note
When you exit and re-enter the Insulation

Resistance Test menu, the test voltage is set to
its default value of 500 V dc.

As shown in Figure 14, three of the five tests are shown
above function softkeys F1 through F3. To access the
other two tests or test voltage selection, push the More
softkey. The Back softkey will move the menu up to the
top-level Insulation Resistance test menu.

Insulation Resistance

Push TEST: 500 VDC¥

Mains-PE Mains-A.P.

gtv106.jpg
Figure 14. Insulation Resistance Measurement

After you push a test softkey, push to apply the test
voltage to the DUT and take the resistance measurement.

Figures 15 through 19 shows the electrical connections
between the Product and DUT for the five Insulation
Resistance tests.

Note
The DUT is powered off for this test.
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Figure 15. Mains to Protective-Earth Insulation Resistance Test Schematic
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00000

DEVICE UNDER TEST
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Figure 16. Applied Parts to Protective-Earth Insulation Test Schematic
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Figure 17. Mains to Applied-Parts Insulation Test Schematic
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DUT_L1

DUT_L2

DUT_PE

DEVICE UNDER TEST

APPLIED
PART

CONDUCTIVE PART

TEST
LEAD

Figure 18. Mains to Non-Earth Accessible Conductive Points Schematic

faw20.eps
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Figure 19. Applied Parts to Non-Earth Conductive Points Schematic
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Equipment Current Test The available leakage tests are set by the standard you
set in setup. See the How to Set the Test Standard section

To measure the current consumed by the DUT, push to change the test standard.

(CA7]). The Product shows the current that flows through

the mains connections of the test receptacle. Table 5 is a list of six leakage current tests. Their names

are different when the standard is changed in the Product.
Leakage Current Test
Push to access the Leakage Current main menu

The Product measures leakage current for different DUT shown in Figure 20.

configurations. The Product measures leakage found on
the enclosure and the earth connection as well as leakage
on each connected applied part and combinations of
connected applied parts.

Table 5. Test Names Based on Selected Standard

IEC60601 AAMI/NFPA 99
Protective Earth Resistance Ground Wire Resistance
Earth Leakage Current Ground Wire Leakage Current
Touch or Enclosure Leakage Current Chassis Leakage Current
Patient Leakage Current Lead to Ground Leakage Current
Patient Auxiliary Leakage Current Lead to Lead Leakage Current
Mains on Applied Part (MAP) Leakage Current Isolation Leakage Current
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| eakage

09.A

NORMAL

CLOSED

Ground Wire Chassis

gtv102.bmp
Figure 20. Leakage Current Main Menu

Note
The display shown in Figure 20 is the main

Leakage Current menu when AAMI is the
standard.

All leakage currents but Lead Isolation (Mains on Applied
parts), are shown in as AC+DC, AC Only, or DC only. The
initial result is shown in the applicable parameter for the
set test standard. To change the parameter, push @ or &.
The measurement method is shown to the right of the
current measurement while leakage current tests are
done.
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Earth Leakage Current

Note

The Ground Wire (Earth) Leakage test is
available for AAMI, 60601, and not IEC 62353.

To measure the current that flows in the protective earth
circuit of the DUT, push the Ground Wire softkey from the
Leakage Current main menu. Figure 21 shows the
electrical connections between the Product and the DUT
when you do a Ground Wire Leakage Current Test.

The Ground Wire Leakage Current test has some
combination measurements that can be done. Push

to switch the polarity of the mains voltage applied
to the test receptacle between Normal, Off, Reverse, and
Off. Push to open and close the neutral connection
to the test receptacle. It is not necessary to open up the
test receptacle earth (ground), since this is done internally
by the measurement.
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The outlet conditions below apply when you do this test:

Normal Polarity

Normal Polarity, Open Neutral
Reversed Polarity

Reversed Polarity, Open Neutral

IEC60601-1 specifies that the applied parts must be
connected for this measurement. Push @ or [») to ground
and unground all applied parts connection posts.

Note

A ground connection on an applied part is shown
as a box around the applied part in the display.
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Figure 21. Earth Leakage Current Test Schematic

Note
Ground wire leakage is the same schematic without the Applied Parts switch.
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Chassis (Enclosure) Leakage Test

Note

The Chassis (Enclosure) Leakage test is only
available for the IEC60601 or ANSI/AAMI ES1
1993 standard selections.

The Chassis (Enclosure) Leakage Test measures the
current that flows between the enclosure of the DUT and
protective earth. Figure 22 shows the electrical
connections between the Product and the DUT.

To do a Chassis (Enclosure) Leakage Test:

1. Connect a lead between the V/Q/A jack and the DUT
enclosure.

2. Push (ZA).

Push the Chassis softkey from the Leakage Current
Test menu.

4. The measured current shows in the display.

The Chassis Leakage test can be done with different fault
conditions on the test receptacle. Push to switch
the test receptacle between Normal, Off, Reverse, and
Off. Push to open and close the neutral connection
to the receptacle. Push to open and close the earth
connection of the receptacle.

The outlet conditions below apply when do this test:

e Normal Polarity

e Normal Polarity, Open Earth

¢ Normal Polarity, Open Neutral

o Reversed Polarity

e Reversed Polarity, Open Earth

e Reversed Polarity, Open Neutral
IEC60601-1 specifies that the applied parts must be
connected for this measurement. Push @ or ) to ground
and unground all applied parts connection posts.

Note

Chassis leakage for ANSI/AAMI is the same
schematic without the Applied Parts switch.
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Figure 22. Enclosure Leakage Current Test Schematic
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Lead-to-Ground (Patient) Leakage Test

Note

The Lead-to-Ground (Patient) Leakage Current
Test is not available for IEC 62353 standard
selections.

The Lead-to-Ground (Patient) Leakage Current test
measures the current that flows between in one applied
part, a group of applied parts, or all applied parts, and the
Mains PE. Figure 23 shows the electrical connections
between the Product and the DUT.

To do a Lead-to Ground (Patient) leakage test:

1. Push [(#A].
2. Push the More softkey.

3. Push ® or = to set one of the applied part groupings.

Note

Refer to the test standard when you know the
type of the applied parts and how they must be
grouped for the test.

Push the Select softkey.

Push @ or () to advance through each applied part
grouping, or the individual applied parts, to ground.
These are selected and measured.

The Lead-to-Ground Leakage test can be done with
different fault conditions on the test receptacle. Push

to switch the test receptacle between Normal, Off,
Reverse, and Off. Push to open and close the
neutral connection to the receptacle. Push to open
and close the earth connection in the receptacle.

The outlet conditions below apply when you do this test:
e Normal Polarity
e Normal Polarity, Open Neutral
e Normal Polarity, Open Earth
e Reversed Polarity
e Reversed Polarity, Open Neutral
e Reversed Polarity, Open Earth

Note

If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.
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Figure 23. Lead-to-Ground (Patient) Leakage Current Test Schematic
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Lead-to-Lead (Patient Auxiliary) Leakage Tests

Note

The Lead-to-Lead (Patient Auxiliary) leakage test
is available when the IEC60601 or ANSI/AAMI
ES1-1993 standard is selected.

To measure the leakage current through each applied part
or lead and combination of lead connections (all other or
between two), push the Lead to Lead softkey from the
Leakage Test main menu shown in Figure 20. Figure 25
shows the electrical connections between the Product and
the DUT when it does a Lead-to-Lead (Patient Auxiliary)
Leakage Current Test.

The Lead-to-Lead (Patient Auxiliary) Leakage test adds a
diagram of the applied parts connection posts to the
display, as shown in Figure 24. In the figure, the applied
parts post RA/R is shown above the other posts. This
shows that the leakage measurement is from RA/R to all
others. To move to the subsequent applied part post,
push (. The first post will show inline with the other posts
while the LL/F post shows above all others. This shows
the second leakage measurement is from LL/F to all
others. Continue to push @ or ) to move from one
connection post to another.

After each post is isolated individually, the Lead-to-Lead
(Patient Auxiliary) Leakage test measures current of three
different combinations of posts tied together: RA/R and
LL/F, RA/R and LA/L, or LL/F and LA/L.

_XxXxm)

Figure 24. Applied Parts Connection Posts Display

The Lead-to-Lead (Patient Auxiliary) Leakage test can
make different fault measurements. Push to switch
the polarity of the mains voltage applied to the test
receptacle between Normal, Off, Reverse, and Off. Push
to open and close the neutral connection to the test
receptacle. Push (&) to open and close the earth or
ground connection to the test receptacle.

Note

If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.
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Figure 25. Lead-to-Lead (Patient Auxiliary) Leakage Current Test Schematic
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The outlet conditions below apply when you do this test:

e Normal Polarity

¢ Normal Polarity, Open Neutral

e Normal Polarity, Open Earth

e Reversed Polarity, Open Neutral
e Reversed Polarity, Open Earth

Lead Isolation (Mains on Applied Part) MAP
Leakage Test

Note

The Lead Isolation (Mains on Applied Part)
leakage test is available when the IEC60601 &
ANSI/AAMI standard is selected.

The Lead Isolation (Mains On Applied Parts) Leakage

Current test measures the current that flows in response

to an isolated AC voltage applied between a selected
applied part, group of applied parts, or all applied parts,

and Earth (and any conductive part connected to the RED

terminal). Figure 26 shows the electrical connections

between the Product and the DUT when it does a Mains

on Applied Part Leakage Current Test.

Note

With 60601 standard selected, the MAP test
voltage is available in Normal and Reverse
(180 degrees out of phase with mains).

To do a Lead Isolation (Mains on Applied Part) test:

1.
2.
3.

N o o~

Push :

Push the More softkey.

Set the applied part groupings with @ and .
Note

Refer to the test standard when you decide the
type of the applied parts and how they must be
grouped for the test.

Push the Select softkey.
Push the Lead Isolation softkey.
Push @ or p) to set the desired applied part connection.

Push to apply the voltage and read the leakage
current in the display.
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Push @ and p) to scroll through the applied part
connections or groupings. Push for each connection
configuration to thoroughly test the DUT.

The outlet conditions below apply when you do this test:
e Normal Polarity
e Reverse Polarity
Note

If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.
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Figure 26. Lead Isolation (Mains On Applied Parts) Leakage Test Schematic
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Alternative Equipment Leakage Test

Note
The alternative equipment leakage test is

available when the EN62353 standard is
selected.

The Alternative Equipment Leakage test, applies the
voltage source between short-circuited equipment outlet
mains live, neutral, and equipment outlet earth, the
exposed conductive surface on the housing, and all
applied parts short-circuited together. The test disconnects
equipment from mains. The current which flows over the
insulation of the DUT is measured.

This test is not applicable for equipment with internal
electrical power source. The switches in mains part must
be closed for this measurement.

To do an alternative equipment leakage test:
1. Push (ZA].
2. Push the Alternative Equipment softkey.

3. Push to apply the voltage and read the current
in the display.

Figure 27 shows the electrical connections between the
Product and the DUT for the Alternative Equipment
Leakage Test.
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The outlet conditions below apply when you do this test:

e Closed Earth
e Open Earth

Note

If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.

Alternative Applied Part Leakage Test

Note
The Alternative applied part leakage test is

available when the EN62353 standard is
selected.

The Alternative Applied Part Leakage test applies the test
voltage between short-circuited applied parts of a single
function and the short-circuited equipment outlet mains
live, neutral, earth, and exposed conductive surface on the
housing. This test should only be done for equipment with
F-Type applied parts. For equipment with multiple applied
parts, test each group of applied parts of a single function
in turn with all others float during the test. All applied parts
can be connected to the applied parts jacks and the lead
selection will float those not selected.



Electrical Safety Analyzer
How to Do Electrical Safety Tests

DUT_L1

DUT_L2

DEVICE UNDER TEST

APPLIED
PART

@]

CONDUCTIVE PART

TEST
LEAD

—_— e e ] =2

faw22.eps

Figure 27. Alternative Equipment Leakage Current Test Schematic
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To do an alternative applied part leakage test: The Direct Equipment Leakage Current test measures the
1. Push leakage current between all applied parts and the exposed
’ ' conductive surface on the housing to mains earth.
2. Push the More softkey. . .
3 Setth lied oart . ith @ and © To do a direct equipment test:
. Set the applied part groupings wi an .
ppiled part grotiping 1. Push (ZA).
4. Push the Select softkey. ) . )
) The direct equipment test is the default test and must
5. Push the Alternative A.P. softkey. already be selected.
6. Push to apply the test voltage and read the 2. Push to apply the voltage and read the leakage
current in the display. current in the display.
7. Push@or(to _advance tg thg next.applied part Figure 29 shows the electrical connections between the
group(s) of a single function if applicable. Push Product and the DUT for a Direct Equipment Leakage
to read leakage current for each group. Current Test.
Figure 28 shows the electrical connections between the The outlet conditions below apply when you do this test:

Product and the DUT for an Alternative Applied Part
Leakage current test.

[ ]
Note
If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.

Normal Polarity, Closed Earth
Normal Polarity, Open Earth
Reversed Polarity, Closed Earth
Reversed Polarity, Open Earth

Note

Direct Equipment Leakage Test If there are more than five applied parts to
connect to the Product, see the How to Use the

Note

The Direct Equipment Leakage test is available
when the EN62353 standard is selected.
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DEVICE UNDER TEST

DUT_L1 ~7~~"-"-7 [I--~—=-- H
1 1 1 '
: I 1| APPLIED |1 LEAD
! : : PART 1 SELECT
| v : RELAY*
1
pur 2| | Lo |
*————
— o —— L *Leads not selected
are open.
DUT_PE @
CONDUCTIVE PART
TEST
LEAD
S

Figure 28. Alternative Applied Part Leakage Test Schematic

gtv23.eps
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Direct Applied Part Leakage Test

Note

The Direct Applied Part Leakage test is available
when the EN62353 standard is selected.

The Direct Applied Part Leakage Current test measures
the leakage current between all applied parts of one
function and the exposed conductive surface on the
housing, to mains earth. For equipment with multiple
applied parts, you must do the test on each group of one
function each in turn while all others float. This test must
only be done for equipment with F-Type applied parts.

For Type B applied part, see direct equipment leakage
schematic in Figure 29.

To do a direct applied part leakage test:

1. Push(A].
Push the More softkey.

2
3. Set the desired applied part groupings with @ and .
4

Push the Select softkey. The Direct A.P. test must
already be set.

5. Push @ or ) to set the applied part test configuration.

50

6. Push to apply the test voltage and read the
current in the display.

7. Push @ or ) to advance to the next group of applied
parts, if applicable.

Figure 30 shows the electrical connections between the
Product and the DUT for a Direct Applied Part Leakage
Current Test.

The outlet conditions below apply when you do this test:
e Normal Polarity
e Reversed Polarity

Note

If there are more than five applied parts to
connect to the Product, see the How to Use the
1-to-10 Adapter section in this manual.
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MAINS DEVICE UNDER TEST
oNn.. Y  _ DUTI1 === re=—————— 1
1
L1 @—O+O———
APPLIED
PART

MAINS

b |

PE
DUT_PE
® O—0O—e — FE
CONDUCTIVE PART
. @
TEST
LEAD

faw24.eps
Figure 29. Direct Equipment Leakage Test Schematic
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Figure 30. Direct Applied Parts Leakage Current Test Schematic
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Differential Leakage Current Test

Note

The Differential Leakage Current test is available

when the EN62353 standard is selected.
The differential leakage current test measures the
magnitudes of the differential current that flows in the
Equipment Outlet live and neutral, with power applied to
the equipment outlet. All applied parts must be connected
for this test, if equipment has applicable applied parts.

To do a differential leakage current test:
1. Push :
2. Push the Differential softkey.

Figure 31 shows the electrical connections between the
Product and the DUT for a Differential Leakage Current
test.

The outlet conditions below apply when you do this test:
¢ Normal Polarity, Closed Earth
¢ Normal Polarity, Open Earth
e Reversed Polarity, Closed Earth
e Reversed Polarity, Open Earth

Note

If there are more than five applied parts to
connect to the Product, see How to Use the
1-to-10 Adapter later in this manual.
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CONDUCTIVE PART
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Figure 31. Differential Leakage Current Test Schematic
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How to Use the 1-t0-10 Adapter

The 1-to-10 Adapter, an optional accessory, increases the
number of lead or applied parts connections to the Product
from 5 to 14. The adapter connects a maximum of

10 leads together into a one lead that is connected to one
of the input jacks of the Product. The other four Product
input jacks can also be used in conjunction with the
Adapter. More leads can be added with multiple 1-to-10
Adapters.

The example in Figure 32 shows one application of the
Adapter. The Defibrillator/Monitor in the example has 10
ECG leads, two pacer leads, and two defibrillator paddles
which must be connected together, and in groups if single
function, for current leakage per IEC62353. The example
shows the ECG leads to be snap type connectors and two
BJ2ECG adapters are shown connected to the Adapter. If
the ECG leads do not have snap connectors, then the
Universal Snap to Banana Adapter can be used to make
the connections to the Adapter.

The common lead from the Adapter is plugged into the RA
jack (1St jack) of the Product. Using four sheathed test
leads with alligator clips, connect the two defibrillator
paddles into the LL and LA Product jacks and the two
pacer leads into the RL and V1 jacks. Set the connection
that ties all five Product jacks together. This will measure
leakage current in all fourteen leads. The applied part
group of 1, 2, and 2 lets you test groups of applied parts of
one function.
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Defibrillator/Pacer ACaution: To prevent damage to the Product, ESA615
do not apply more than 30 V dc to
the AP (ECG).
dododododole P;;;@ Check unk . _
WYVYYY eck unkown connections using a
© DMM before connecting to ESA615.
[ Y
[ f )

1-to-10 and
BJ2ECG
snap adapters

Use leads shorted
for electrical safety

testing only. Do not
short leads for ECG
simulation.

gtv120.eps

Figure 32. 1-t0-10 Adapter Connections
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When you do an applied parts test with the
AAMI/NFPA-99 standard, the normal connections of RA,
LL, LA, and RL are made to their related input jacks. Four
adapters from the Universal Snap to Banana Adapter set
will be necessary for the first four connections. The other
chest leads are connected to the Adapter and the common
lead from the Adapter is connected to the V1 jack (5" jack)
of the Product. See Figure 33. This configuration lets you
isolate the RA, LL, LA, and RL leads from each other and
the other chest leads, which are shorted together, while
the Product does the leakage tests.
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ECG Monitor ESA615
ALV ANANAN M
o s | | () ;
o) © 1-to-10 and
PYS 00 BJ2ECG
snap adapters

- J
Use leads shorted /

for electrical safety

testing only. Do not
short leads for ECG
simulation.

gtv121.eps

Figure 33. ECG Lead Connection with 1-to-10 Adapter
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How to Do Point-To-Point Measurements

The Product can make voltage, resistance, and low
current measurements through its Point-to-Point function.
To access the Point-to-Point function menu shown in
Figure 34, push (B8] . Softkeys F1 through F3 are used to
set the measurement function.

Point to Point

1158 ¥

Figure 34. Point-To-Point Function Menu

gtv128.jpg

Measure Voltage
To make a voltage measurement:

1. Push the Voltage softkey from the Point-To-Point
menu.

Put test leads in the RED (V/Q/A ) and BLACK jacks.

Put the probe tips across the unknown voltage and
read the measurement in the display.

The Product measures a maximum of 300 volts ac.
Measure Resistance
To make a resistance measurement:

1. Push the Resistance softkey from the Point-To-Point
menu.

Put test leads in the RED (V/Q/A ) and BLACK jacks.

Null lead resistance by shorting the leads together
and Push the Zero Leads softkey.

4. Put the probes across the unknown resistance and
read the measurement in the display.

The Product measures resistances to a maximum of 2.0 Q.

59



ESA615
Users Manual

Measure Current

The Product can make dc only, ac only, and ac+dc current
measurements to a maximum of 10 mA. To do a current
measurement:

1. Push the Leakage softkey from the Point-To-Point
menu.

2. Push ® or & set the ac only, dc only, or ac+dc
measurement mode.

3. Puttestleads in the RED (V/Q/A ) and BLACK jacks.

Put the probe tips on the two points the unknown
current may flow and read the measurement in the
display.

How to Simulate ECG Waveforms

The Product can put different waveforms on the applied
parts connection posts. These signals are used to
measure the performance parameters of ECG monitors
and ECG strip printers. See Figure 36 for the connections
between the Product and an ECG monitor. For monitors
that use the snap style connectors, put the BJ2ECG
adapter into the connectors at the top of the Product and
connect the monitor leads to the snap connectors on the
adapter.
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Note
If the ECG monitor/interpreter has banana posts,

use the optional universal snap to banana
adapter to connect to the Product.

To access the ECG Simulation Waveform menu shown in
Figure 35, push (L1]. From this menu, a number of
waveforms are set through F1, and the rate or frequency
of the waveform is set through F2.

" 60 bpm

POWER]
ON

ECG
Complex 60 bpm
WwaveForm Rate
gtv109.bmp
Figure 35. ECG Waveform Simulation Menu
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To output one of the predefined waveforms, push the
Wave Form softkey. A scroll box with § next to it appears
above the softkey label. Use ® or & to scroll through the
different waveforms.

For all waveforms but VFIB and Triangle, the rate or
frequency of the waveform is adjusted through the
Frequency or Rate softkey. For some waveforms, there
are more than two frequency or rate selections. For those
waveforms, push the Frequency or Rate softkey to open
a scroll box above the softkey label with § next to it. Use
@ or @ to select the frequency or rate. For those
waveforms that have only two frequencies or rates, the
Frequency or Rate softkey is a toggle, where each push
of the softkey switches to the other value.
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ECG Monitor

BJ2ECG
Adapter
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Figure 36. ECG Monitor Connections
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Memory

The Product keeps test results data and test sequences
on an SD memory card. The memory card holds a
minimum of 100 test sequences and 1000 test results.
Each test result can be recalled to the display of the
Product or exported to a PC.

Note

The Product can show the last 200 test results.
All results in the Product can be exported to a
PC.

To remove the memory card:
1. Push in on the memory card and release it.
2. The memory card will eject out of the slot.

3. Hold the memory card with your fingers and remove it
from the product.

Note

With the memory card removed, no test
sequences will show in the test library list. You
cannot make new test sequence without the card
installed in the Product.

To install the memory card:

1. Insert the card with the contacts toward the back.
2. Push the card all the way in until you hear it click.
3. Release the card.

Test Sequences

The test sequence feature automates the tests you do on
a DUT. You make test sequences with the built-in test
sequence wizard. A different procedure is to start with a
test sequence that is already in the test library and change
it to make a new test sequence. The test sequences and
test results are kept on the memory card.

Factory Supplied Test Sequences

Table 6 is a list of factory supplied test sequences that are
on the memory card that ships with the Product. Each
factory supplied test sequence is prefixed with the test
standard number. For example, the 60601-1 Monitor test
sequence is based on the 60601-1 test standard.
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Table 6. Factory Supplied Test Sequences

Test Sequence

Description y

60601 3rd Patient Monitor

3rd Ed., Class |, 5 ECG

60601 3rd Defibrillator

3rd Ed., Class I, 2 Paddles and 3 ECG

60601 3rd Infusion Device

3rd Ed., Class Il, 1 No AP

60601 3rd Ultrasound Device

3rd Ed., Class |, 1 Probe

60601 3rd Generic Device

3rd Ed., Class |, No AP

60601 3rd System

3rd Ed., Class |, No AP

62353-Alt. Patient Monitor

Class |, 5 ECG

62353-Alt. Defibrillator

Class |, 2 Paddles and 3 ECG

62353-Alt. Infusion Device

Class I, 1 No-AP

62353-Alt. Ultrasound Device

Class |, 1 Probe

62353-Alt. Generic Device

Class |, No AP

NFPA99 Patient Monitor

Class |, 5 ECG

NFPA99 Defibrillator

Class |, 2 Paddles and 3 ECG

NFPA99 Infusion Device

Class Il, 1 No AP

64




Electrical Safety Analyzer

Test Sequences

Table 6. Factory Supplied Test Sequences (cont.)

Test Sequence

Description y

NFPA99 Ultrasound Device

Class |, 1 Probe

NFPA99 Generic Device

Class |, No AP

ANSI/AAMI ES-1 Patient Monitor

Class |, 5 ECG

ANSI/AAMI ES-1 Defibrillator

Class |, 2 Paddles and 3 ECG

ANSI/AAMI ES-1 Infusion Device

Class II, 1 No AP

ANSI/AAMI ES-1 Ultrasound Device

Class I, 1 Probe

ANSI/AAMI ES-1 Generic Device

Class |, No AP

[1] Class designations refer to applicable electrical safety standard definitions for devices, not FDA medical device definitions.
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How to Make a Test Sequence

You can make a new test sequence from a different test

sequence or make a new one.
Make a New Test Sequence

To make a new test:

1. Push (s

2. Push the Test Library softkey.
3. Push the New softkey.

A test sequence wizard steps you through the
configuration of the test sequence. There are five setup
steps.

1. Push & or @ to highlight a test standard and push
EED)

2. Push & or @ to highlight a device class and push
(ENTeR).

3. Configure the Applied Parts (A.P.).
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Note

A USB keyboard or barcode reader can be used
to type in the A.P. name.

If the DUT does not have applied parts, push the Next
Step softkey to skip the applied parts configuration.

If the DUT has applied parts, push New A.P.. You
must name the applied part and show how many DUT
applied parts are in the configuration.

The Product has five applied parts inputs. If you set
more than five applied parts, an error message shows
in the display. If the DUT has more than five applied
parts, you can use the 1-to-10 adapter. See the How
to Use the 1-to-10 Adapter section to learn more.
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If you attach multiple applied parts to one input, then
you must set the Tied Setting to Tied. The Product
sets the subsequent available input for the applied
parts that are tied together. The position icon in the
display shows inputs that are configured as dots and
inputs not configures as circles. Figure 37 shows the
position icon for one input configured and four inputs
not configured.

[ IeIeIeTe

gtv127.bmp

Figure 37. Input Position ICON

To put a DUT applied part on each of the Product
inputs, set Tied Settings to Not Tied. The Product
will show the subsequent available inputs as
configured for this configuration.

The last applied parts variable is the Type. Highlight
the Type variable and push [EnTer]. Highlight a type
from the type list and push [Enter].

Push the Done softkey to complete the applied part
configuration.

To edit an applied part configuration, use @ or & to
highlight the A.P. configuration and push [ENTeR).

4. Edit test settings.

Table 7 is a list of test settings with their descriptions
and default values.

To set one of the test setting, push @ or ® to
highlight a test setting and push [ENTER]. After you
change the setting, push the Done softkey.

5. Name the test sequence. When you push the Next
Step softkey in the edit test settings step, the Product
automatically names the sequence Test Sequence
followed by the date and time. To accept the default
name, push the Next Step softkey. To change the
name, push the Edit softkey.

Note

A USB keyboard or barcode reader can be used
to edit the test sequence name.

The test sequence is complete. To put the test sequence
on the memory card, push the Save softkey. To see the
test sequence parameters before you save it, push the
Edit softkey.
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Table 7. Test Settings for Test Sequences

. - Default
Test Sett D t
est Setting escription Value
If set to Yes, delays the start of the test by the time set in the Power on delay
Pause after power on . . No
parameter when power is applied to the DUT.
If set to Yes, delays the start of the test by the time set in the Power off delay
Pause before power off . No
parameter when power is removed from the DUT.
Power on dela The time the Product will wait before it does the subsequent step after power is 2 sec
y applied to the DUT. The range is 0 to 9999 seconds.
Power off dela The time the Product will wait before it does the subsequent step after power is 0 sec
y removed from the DUT. The range is 0 to 9999 seconds.
When set to Normal, the Product does a leakage current measurement in
1] 5 seconds and an insulation resistance test in 1 minute.
Test Speed . . Normal
When set to Rapid, the Product measures leakage current as fast as possible and
an insulation resistance test in 3 seconds.
When set to Automatic, the Product does each test sequence step automatically.
Test Mode When set to Step-by-Step, you must push the Next Step softkey to move to the Automatic
subsequent step in the sequence.
Halt on Test Failure When set to Yes, the Product stops the test sequence when a fault is sensed. Yes
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Table 7. Test Settings for Test Sequences (cont.)

. _ Default
Test Setting Description Value
Multiple PE Tests If set to Yes, the Product prompts you to repeat PE tests or continue. No
Multiple Non-Earth If set to Yes, the Product prompts you to repeat non-earth leakage tests or No
Leakage continue.
When set to Store all, all results are put into the test results. If set to Store
Patient Lead Records worst/last, only the worst measured value is put into the test results. If set to store Store
storage f2] worst/last and all measured values are the same, then the last value is put into worst/last
the test results.
Insulation Test Voltage | Sets the insulation test voltage to 250 V dc or 500 V dc. 500 V dc
If set to No, reverse polarity tests will be skipped. Yes

Reverse Polarity

[1]1  You can change the test speed parameter on a test sequence to decrease the time necessary to do a test sequence.
[2] Applies to leakage current and multiple PE tests only.
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Make a Test Sequence from a Test Sequence in the
Test Library

To make a test sequence from a test sequence already in
the test library:

1.
2.
3.
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Push (s .
Push the Test Library softkey.
Push & or @ to highlight a test sequence name.

Note

Push softkey F1 to toggle between an Ato Z or Z
to A sort of the test sequences.

Push the View/Edit softkey.
Push the Save as New softkey.
Type in a new name with the screen keyboard.

Note

A USB keyboard or barcode reader can be used
to edit the test sequence name.

Push the Done softkey.

The new test sequence steps are filled in with the
steps from the initial test sequence.

Push the Edit softkey.

Go through each setup step of the test sequence and
accept the parameters or change them for the new
test sequence.

Push the Save softkey to save the test sequence and
exit the wizard.

Edit a Test Sequence

To change one or more steps of a test sequence:

1.
2.
3.

4.
5.

Push [seited.
Push the Test Library softkey.
Push & or @® to highlight a test sequence name.

Note

Push softkey F1 to toggle between an Ato Z or Z
to A sort of the test sequences.

Push the View/Edit softkey.
Push the Edit softkey.

You go through each step of the test sequence and accept
the step parameters or change them.
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Do a Test Sequence
To do a test sequence:

1. Push to show the test sequence screen in
Figure 38.

ECG ECG Paddle  Paddle

CF CF BF BF

Oper ator; Biomed

Marne: 60601 3rd Defibrilator
Standard: IECG0601-1-3rd Ed
Class: 1
Applied Parts: 5

Sequence Test Job

Figure 38. Test Sequence Screen

gtv125.bmp

2. Push the Test Library softkey.
Push & or @ to highlight a test sequence name.

Note

Push softkey F1 to toggle between an Ato Z, Z to
A, by date sort of the test sequences.

4. Push (EnTER).

Note

To see the details of the test sequence you are
about to start, push the Sequence Details
softkey.

5. Push the Next softkey.

The equipment information screen in Figure 39 shows
in the display.

Test Library: Hew

Serial Murnber: -
Manufacturer: -
Model: -
Locatior: -
Cther: -

Progress | |

Add

Hext Hotes Abort

gtv126.bmp
Figure 39. Equipment Information Screen

The number, serial number, manufacturer, model, and
location of the Device Under Test can be typed in to help
identify the DUT on the test results.
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Note
A USB keyboard or barcode reader can be used
to type in the DUT information. You can use a
barcode reader to automatically move through
each field if it automatically sends a carriage
return.

When the test sequence step is a visual inspection, you
must push the Pass, Fail, or N/A softkey to move on to
the subsequent test step.

When the Product measures a value(s) for a test, Testing
shows in the display. When the test step is done, the
results are shown with PASS or FAIL in the display.

To add comments when a test step ends, push the Add
Comments softkey. When you see individual results of a
Test Summary, you can push the Add Comments softkey
to type in more information about the test step.

When the test sequence is done, a name is made from the
equipment number, the date, and the time. To change the
name, push or the Edit softkey. To put the test
sequence on the memory card, push the Save softkey.
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Show Test Results

To show test results in the display:

1. Push (a&hs).

2. Push ®@ or @ to highlight a test results name.

Note

Push softkey F1 to toggle between sort results by
date or sort A-Z.

3. Push to show the test and its results in the
display.
Push @ or & to highlight a test result.
Push to show the test results in the display.
Push the Back softkey to go back to the test results
list.
Note

A USB keyboard or barcode reader can be used
to edit the test results name.

When you push the Start Test Sequence softkey, the
complete test sequence starts.
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Delete a Set of Test Results
To delete a test result:

1. Push (afh).

2. Push ® or @ to highlight a test result name.

Note
Push softkey F1 to toggle between sort results by
date or sort A-Z.
3. Push the Delete softkey.
A delete confirmation screen will show in the display.

4. Push the Delete softkey.
Maintenance

A Warning

To prevent possible electrical shock, fire, or

personal injury:

e Turn off the Product and remove the
mains power cord. Stop for 2 minutes to
let the internal circuits discharge before
you open the fuse door or remove
Product covers.

e Do not operate the Product with covers
removed or the case open. Hazardous
voltage exposure is possible.

e Disconnect the mains power cord before
you remove the Product covers.

e Remove the input signals before you
clean the Product.

e Use only specified replacement parts.

e Use only specified replacement fuses.

e Have an approved technician repair the
Product.

The Product is a calibrated measurement instrument. Use
the necessary precautions to prevent mechanical abuse
that could change the calibrated adjustments.

Fuse Test and Fuse Replacement

AA Warning

To prevent electric shock, remove all power
cords and test leads from the Product before
you open the fuse door.

For electrical protection of the equipment outlet, the
Product uses two fuses, one in the live (L1) line and one in
the neutral (L2) line. To do a fuse test:

1. Turn the Product so the case bottom is up. See
Figure 40.

Flip up the tilt stand.

Remove the screw in the fuse door with a #2 Phillips
head screwdriver and lift the fuse door from the
Product.

4. Remove the two fuses from the Product.
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gtv111.eps
Figure 40. Fuse Access

5. Use a multimeter to measure the continuity of each
fuse.

If a fuse does not show continuity, replace the fuse(s)
with a fuse of the same current and voltage rating.
Applicable fuse ratings are posted on the case bottom
label of the Product. Table 8 is a list of available fuses
with Fluke Biomedical part numbers.

6. Reinstall the fuse door and secure it with the screw.
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How to Clean the Product

A Warning
To prevent electric shock, do not clean the
Product plugged into mains or attached to a
DUT.

A\ Caution
Do not pour fluid onto the Product surface.
Fluid in the electrical circuitry can cause the
Product to fail.

A\ Caution
Do not use spray cleaners on the Product.

This can cause fluid to leak into the Product
and damage electronic components.

Clean the Product occasionally with a damp cloth and
weak detergent. Try to prevent the entrance of liquids.

Clean the adapter cables with the same precautions.
Examine them for damage and deterioration of the
insulation. Examine the connections for integrity before
each use.
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Replaceable Parts

Table 8 is a list of replaceable parts for the Product.

Table 8. Replaceable Parts

Iltem Fluke Biomedical Part Number
ESA615 Getting Started Manual 4105845
ESA615 Users Manual CD 4105850
USA/Japan 2238680
UK 2238596
Australia/China 2238603
Europe 2238615
Power Cord France/Belgium 2238615
Thailand 2238644
Israel 2434122
Switzerland 3379149
Brazil 3841358
USA to Brazil Outlet Adapter 4151242
Null Post Adapter 3326842
Ansur, CD with demo version 2795488
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Table 8. Replaceable Parts (cont.)

Item Fluke Biomedical Part Number

5-to-5 Banana jack to ECG (BJ2ECG) adapter 3359538
Carrying Case 2248650
Data Transfer Cable 4034393

USA-115, Japan A\ T20A 250V Fuse (Time Lag), 1%+ in x Y4 in 2183691

Australia, China, A T10A 250V Fuse (Time Lag), 1% in x % in 109298
Fuse Switzerland

Europe, UK, USA-220,

France/Belgium, Thailand, | A T16A 250V Fuse (Time Lag), 6.3 mm x 32 mm 3321245

Brazil, Israel
15 — 20 A Adapter 2195732
ESA USA/AUS/ISR Accessory Kit:

Test Lead Set 3111008

TP1 Test Probe Set

AC285 Alligator Clip Set
ESA EUR Accessory Kit:

Test Lead Set

3111024

TP74 Test Probe Set
AC285 Alligator Clip Set

A\ To ensure safety, use exact replacement only.
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Accessories
Table 9 is a list of available accessories for the Product.

Table 9. Accessories

Item Fluke Biomedical Part Number
Test Leads with Retractable Sheath 1903307
Ground Pin Adapters 2242165
1-to—10 ECG Adapter 3392119
Universal Snap to Banana Adapter 2462072
Ultrasound Test Cable Adapter 3472633
USB Wireless Dongle 3341333

Specifications
Temperature

Operating 10 °C to 40 °C (50 °F to 104 °F)

STOrage...cveeeei e -20 °C to 60 °C (-4 °F to 140 °F)
HUMIAITY oo 10 % to 90 % non-condensing
Altitude

100 V/115 V ac mains supply voltage.................. 5000 m

230 V ac mains supply voltage ...........ccceecveeernnn 2000 m
DISPIAY .. iteeiieiiee e LCD display
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Communications

USB Device Upstream Port ...........ccceeecveernennnn. Mini-B connector for control by a computer
USB Host Controller Port...........cccoceeviiiiiennens Type A, 5V output, 0.5 A max load. Connector for keyboard and barcode reader
WIFEIESS .o IEEE 802.15.4 for control by a computer
Modes of Operation ........cccceeeeieeeiiieeeniee e Manual and remote
Power
100 V/115 V power outlet........cocecvveeviieeiiiiees 90 to 132 V ac rms, 47 to 63 Hz, 20 A maximum
230 V power outlet.........cccvveiieieeiiee e 180 to 264 V ac rms, 47 to 63 Hz, 16 A maximum
Weight .... ...1.6 kg (3.51b)
SHZ et 28.5cmx17.6 cmx8.4cm (11.2inx6.9in x 3.3 in)
Wireless Radio
Frequency Range ..........cccococeeviieeiniiieciiec e 2412 MHz to 2462 MHz
Output POWET ... <1 mwW
Safety
GeNEral ..ot IEC 61010-1: Overvoltage Category Il, Pollution Degree 2
Measurement ...........cccoiiieiiiiiii e IEC 61010-2-030: CAT 11 300 V
IP RAEING ©oveeeiiieeeeceeeee e IEC 60529: IP20
Electromagnetic Compatibility (EMC)
International ............oooveeiiiiiiiee s IEC 61326-1: Basic Electromagnetic Environment CISPR 11: Group 1, Class A

Group 1: Equipment has intentionally generated and/or uses conductively-coupled radio
frequency energy that is necessary for the internal function of the equipment itself.

Class A: Equipment is suitable for use in all establishments other than domestic and
those directly connected to a low-voltage power supply network that supplies buildings
used for domestic purposes. There may be potential difficulties in ensuring
electromagnetic compatibility in other environments due to conducted and radiated
disturbances.
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Emissions that exceed the levels required by CISPR 11 can occur when the equipment
is connected to a test object. The equipment may not meet the immunity requirements of
this standard when test leads and/or test probes are connected.

Korea (KCC).....uveeiiieeiiieeeee e Class A Equipment (Industrial Broadcasting & Communication Equipment)

Class A: Equipment meets requirements for industrial electromagnetic wave equipment
and the seller or user should take notice of it. This equipment is intended for use in

business environments and not to be used in homes.

USA (FCC) ittt 47 CFR 15 subpart B. This product is considered an exempt device per clause 15.103.
Detailed Specifications
Test Standard Selections ............ccccevveeeeeeeecieneenn.n. ANSI/AAMI ES-1, IEC62353, IEC60601-1, and AN/NZS 3551
Voltage

Ranges (Mains voltage) .........cccceviieeiiiiieenieeenne 90.0 V1o 132.0 V ac rms

180.0 V to 264.0 V ac rms
Range (Point-to-point voltage)

5000 M it 0.0 Vto <150V ac rms
2000 M coiiiieeee e 0.0V t0 <300.0 V ac rms
ACCUFACY......oiiiiiiiieit ettt (2 % of reading + 0.2 V)

Earth Resistance

2-Wire

>200 mA ac

0.000 Q to 2.000 Q

Accuracy... ...1(2 % of reading + 0.015 Q)
Equipment Current
RANGE ... i 0.0 Ato 20.0 Aacrms
ACCUFACY......oiiiiiiiieiteeiecee e (5 % of reading + (2 counts or 0.2 A, whichever is greater))
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DUty CYCIE .o 15 Ato 20 A, 5 min on/5 min off
10 Ato 15 A, 7 min on/3 min off
0 Ato 10 A, continuous

Leakage Current

MOAES™ .. AC+DC (True-rms)
AC only
DC only
* For tests that do not use MAP voltage, AC+DC, AC ONLY, and DC ONLY modes are
available for all leakages. MAP voltages are available only in True-rms (shown as

AC+DC)
Patient Load Selection ............ccocceevieniiinenicene AAMI ES1-1993 Fig. 1
IEC 60601: Fig. 15
Crest factor ... <3
RaNGEeSs.......ccooiiiiiii 0.0 pA to 199.9 uA

200 pA to 1999 pA
2.00 mA to 10.00 mA

Accuracy
DCto 1 KHZ..oiiieieeec e (1 % of reading + (1 A or 1 LSD, whichever is greater))
TkHzto 100 KHz.......oooiiii +(2 % of reading + (1 uA or 1 LSD, whichever is greater))
1 kHz to 5 kHz (current > 1.6 mA) ........c......... +(4 % of reading + (1 pA or 1 LSD, whichever is greater))
T00kHZto 1 MHZ ..o (5 % of reading + (1 A or 1 LSD, whichever is greater))

Note
Accuracy for Isolation, MAP, Direct AP, Alternative AP, and Alternative Equipment leakage tests all ranges are:
e At120V ac + (2.5 uA or 1 LSD, whichever is greater)
e At 230V ac additional #3.0 % and + (2.5 A or 1 LSD, whichever is greater)

For Alternative equipment, Alternative AP, and Direct AP leakage tests, the leakage values are compensated for
nominal mains as per 62353. Therefore, the accuracy specified for other leakages is not applicable.
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Mains on applied part test voltage ...................... 100 % 7 % of Mains for AAMI, current limited to 1 mA £25 % per AAMI
100 % 7 % of Mains for IEC 62353 current limited to 3.5 mA £25 % per IEC 62353
100 % 7 % of Mains for IEC 60601-1 current limited to 7.5 mA +25 % per IEC 60601-1

Differential leakage

RANGES ... 75 uA to 199 pA
200 pA to 1999 nA
2.00 mA to 20.00 mA

ACCUFACY ..ottt +(10 % of reading + (2 counts or 20 uA, whichever is greater))

Insulation resistance

RaNGES ..o 0.5 to0 20.0 MQ
20.0 to 100.0 MQ

Accuracy
20 MQ RANGE .....oouiiieiiiiiiieeieee e +(2 % of reading + 0.2 MQ)
100 MQ RaNge......cccoiviiiiiiiiiiceee e (7.5 % of reading + 0.2 MQ)
Source test voltage ...500 or 250 V dc (+20 %, -0 %) 2.0 £0.25 mA short-circuit current
Maximum load capacitance..................ccccceeeene 1uF
ECG Performance Waveforms
Accuracy
Frequency ..o +2 %
Amplitude ... 15 % of 2 Hz square wave only, fixed @ 1 mV Lead Il configuration
Waveforms
ECG COMPIEX oot 30, 60, 120, 180, and 240 BPM
Ventricular Fibrillation
Square wave (50 % duty cycle)..........ccceeeeenee 0.125Hzand 2 Hz
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SINEWAVE ... 10, 40, 50, 60, and 100 Hz
Triangle wave...........ccocevieiiiiieeiee e 2Hz
Pulse (63 ms pulse width)..........ccccecvieiienniens 30 BPM and 60 BPM

Factory-Supplied Test Sequences
60601 3" Edition Patient Monitor
60601 3™ Edition Defibrillator
60601 3™ Edition Infusion Pump
60601 3™ Edition Ultrasound Device
60601 3" Edition Generic Device
60601 3" Edition System
62353-Alt. Patient Monitor
62353-Alt. Defibrillator
62353-Alt. Infusion Pump
62353-Alt. Ultrasound Device
62353-Alt Generic Device
NFPA99 Patient Monitor
NFPA99 Defibrillator
NFPA99 Infusion Pump
NFPA99 Ultrasound Device
NFPA99 Generic Device
ANSI/AAMI ES-1 Patient Monitor
ANSI/AAMI ES-1 Defibrillator
ANSI/AAMI ES-1 Infusion Pump
ANSI/AAMI ES-1 Ultrasound Device
ANSI/AAMI ES-1 Generic Device
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Technical data

ESAG15

Electrical Safety Analyzer

The ESA615 Electrical Safety Analyzer brings
fast and simple automated testing to a portable
analyzer for healthcare technology management
professionals that perform electrical safety test-
ing on medical equipment both in the field and in
facilities. Whether it is simple testing or compre-
hensive analysis, the ESA615 can do it all. This
multifaceted device performs all primary electri-
cal safety tests, including line (mains) voltage,
ground wire (protective earth) resistance, insula-
tion resistance, device current, and lead (patient)
leakage tests. It also offers ECG simulation and
point—to-point voltage, leakage, and resistance
tests. Versatile to global electrical safety stan-
dards of choice, ESA615 tests to ANSI/AAMI EST1,
NFPA-99, IEC62353 (VDE751) IEC60601-1 (2nd
and 3rd editions) and AS/NZS 3551. The ESA615
is an all-in-one solution with a safety analyzer and
ECG simulator in a single test instrument.

Key features

® Portable, ergonomic design with an integrated
handle and tilt stand

® On-board automation with automated test
sequences for easy compliance to key global
electrical safety standards (ANSI/AAMI ES-1
(NFPA-99), IEC62353 (VDE751), IEC60601-1 2nd
and 3rd editions, and AS/NZS 3551)

e User-friendly interface for streamlined testing

e ECG waveform tests and dual-lead measure-
ments combine the functionality of a simulator
and safety analyzer in a single test tool

® Five applied parts jacks and easy ECG snap
connection; optional expander box for up to
12-lead ECG testing

® Easy data entry through barcode external
keyboard or on-board keypad

* Wireless communication plus removable
memory card for fast and convenient data
storage and exchange
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20 A at 120 V current capability

Replaceable mains fuses keep your unit in the
field and out of the repair shop

Custom language selections include:
English, French, German, Spanish, Italian
and Portuguese

Rigorously tested for rugged field applications
with CE and CSA in addition to Fluke-quality-
ruggedness for long-term reliability

Two-year extended warranty (no-cost available
after first-year calibration at any authorized
Fluke Biomedical Service Center)

Global support network delivering prompt
service and peace of mind to Fluke Biomedical
customers worldwide



Automated: Pre-set templates allow you to test to
the global standard of your choices at the push of
a button. Let the unit guide you through the test

steps quickly and accurately in three simple steps:

1. Select the test sequence corresponding to your

FLUKE -

- Biomedical

Portable: The ESA615 is a small, lightweight
analyzer with an integrated handle to carry from
place to place for on-the-go field service. It is de-
signed for operation in tight spaces, and is easy
to fit on any cart. A light, protective carrying case

standard of choice

2. Initiate the automated test sequence.

3. Store the results on-board or wirelessly export

to your PC in seconds.

It is that easy. The automated test sequences
are easily customized to suit individual testing

requirements.

Specifications

Voltage

makes it easy to store and transport.

Simple: A push-button interface allows quick
access to highly-comprehensive functions and
features, and an intuitive interface guides the
user through tests. The ESA615 features a large
display for clear indication of available functions,
set-up criteria, device under test receptacle
conditions, and test results. Data can be entered
quickly with a plug—and-play keyboard, barcode
scanner and/or on-board data entry interface.
Data archival is fast and simple with wireless
communication or through a removable memory
card with capacity for thousands of test results.

Range (mains voltage)

90.0 Vacrmsto132.0 Vacrms

180.0 V acrms to 264.0 V ac rms

Range (point-to-point voltage)

0.0 Vacrmsto300.0 Vacrms

Accuracy

1 (2 % of reading + 0.2 V)

Voltage tests

Mains and point to point

Earth resistance
Modes

Two-Wire

Test current/ranges/accuracy

>200 mA ac 0.000 Q10 2.000 Q | +(2 % of reading +

0.015 Q)

Resistance tests

Equipment current

Earth resistance and point to point

Mode AC rms

Range/Accuracy 0.0At0c 200 A + (5 % of reading + (2 counts or 0.2 A, which-
ever is greater))

Duty cycle 15 Ato 20 A, 5 min. on/5 min. off

10 Ato 15 A, 7 min. on/3 min. off
0 Ato 10 A continuous

Leakage current
Modes*

AC + DC (True-rms)

AC only

DC only

*Modes are available in all leakage tests with the exception of MAP leakages that are available only in

true-rms

Patient load selection (input
impedance)

AAMI ES1-1993 Fig.1
IEC 60601 Fig 15

Crest factor

<3

Ranges

2 Fluke Biomedical

0.0 A to 199.9 pA

200 pAt0 1999 A

2.00 mA to 10.00 mA
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Frequency response/accuracy | DC to 1kHz *+ (1% of reading + (1 LA or 1LSD, whichever is
greater))
1kHz to 100 kHz 1 (2 % of reading + (1 pA or 1 LSD, whichever is
greater))
1kHz to 5 kHz t (4 % of reading + (1 pA or 1LSD, whichever is
(current > 1.6 mA) greater))
100 kHz to 1 MHz 1 (5 % of reading + (1 pA or 1 LSD, whichever is
greater))

Accuracy for Isolation, MAP, Direct AP, Alternative AP, and Alternative
Equipment leakage tests all ranges are:

« At 120 V ac + (2.5 pA or 1LSD, whichever is greater)

« At 230 V ac additional £ 3.0 % and + (2.5 pA or 1LSD, whichever is
greater)

For Alternative equipment, Alternative AP, and Direct AP leakage
tests, the leakage values are compensated for nominal mains as per
62353. Therefore, the accuracy specified for other leakages is not
applicable.

Leakage tests Ground wire (earth)

Chassis (enclosure)

Lead to ground (patient)

Lead to lead (patient auxillary)

Lead isolation (mains on applied part)

Direct equipment

Direct applied part

Alternative equipment

Alternative applied part

Point to point

Mains on applied part 100 % = 7 % of Mains for AAMI, current limited to 1 mA + 25 % per
test voltage AAMI

100 % + 7 % of Mains for IEC 62353 current limited to 3.5 mA + 25 %
per IEC 62353

100 % = 7 % of Mains for IEC 60601-1 current limited to 7.5 mA + 25 %
per IEC 606011

Differential leakage
Ranges 75 L Ato 199 pA

200 pA to 1999 pA
2.00 mA to 20.00 mA

Accuracy 1 (10 % of reading + (2 counts or 20 YA, whichever is greater))
Ranges/accuracy 0.5 MQ to 20.0 MQ 1 (2 % of reading + 0.2 MQ)

20.0 MQ to 100.0 MQ + (7.5 % of reading + 0.2 MQ)
Source test voltage 500 V dc or 250 V dc (+20 %, -0 %)

2.0 + 0.25 mA short-circuit current

Insulation resistance tests Mains-PE, AP-PE, Mains-PE, Mains-NE (non-earthed accessible
conductive part) and AP-NE (non-earthed accessible conductive part)

3 Fluke Biomedical ESA615 Electrical Safety Analyzer



ECG performance waveforms
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Accuracy +2%
+ 5 % for amplitude of 2 Hz square wave only, fixed at 1 mV lead Il
configuration

Waveforms Rates
ECG complex 30 BPM, 60 BPM,

Test standards

120 BPM, 180 BPM, and 240 BPM

Ventricular fibrillation

Square wave (50 % duty cycle) 0125 Hz and 2 Hz

Sine wave 10 Hz, 40 Hz, 50 Hz, 60 Hz, and
100 Hz
Triangle wave 2 Hz

Pulse (63 ms pulse width) 30 BPM and 60 BPM

Available selections
Built-in test sequences
IEC60601-1 3rd Edition

ANSI/AAMI ES-1, IEC62353, IEC60601-1, and AS/NZS 3551

Patient Monitor, Defibrillator, Infusion Pump, Ultrasound Device, Ge-
neric Device and System

IEC62353

Patient Monitor, Defibrillator, Infusion Pump, Ultrasound Device and
Generic Device

NFPA-99 (Hospital)

Patient Monitor, Defibrillator, Infusion Pump, Ultrasound Device and
Generic Device

ANSI/AAMI ES1

Patient Monitor, Defibrillator, Infusion Pump, Ultrasound Device and
Generic Device

Communications

USB device upstream port

Mini-B connector for control by a computer

USB host controller port

Type A, 5 V output, 0.5 A max load. Connector for keyboard and
barcode reader

Wireless

IEEE 802.15.4 for control by a computer

Modes of operation

Manual and remote

Power ratings

Mains voltage outlet 120V ac 230V ac

Mains voltage inlet power 90V acrmsto132Vacrms 180 V ac rms to 264 V ac
range rms

Maximum current 20A 16 A

Hz 47 to 63 Hz 47 to 63 Hz

Physical case

Dimensions (WxDxH)

176 cmx 8.4 cmx28.5cm (6.9inx3.3inx11.2in)

Weight

1.6 kg (3.5 Ib)

4 Fluke Biomedical

ESA615 Electrical Safety Analyzer



Environmental
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Operating temperature 10 °C to 40 °C (50 °F to 104 °F)

Storage temperature -20 °C to 60 °C (-4 °F to 140 °F)

Operating humidity 10 % to 90 % non-condensing

Altitude 100/115 V ac mains supply voltage up to 5000 meters

230 V ac mains supply voltage up to 2000 meters

Warranty

Two-year extended warranty (no-cost, available after first-year cali-
bration at any authorized Fluke Biomedical Service Center, otherwise
standard one year warranty applies)

Ordering information

Models/descriptions

4132046
4162180
4132054
4162198
4132093
416221
4132101
4162227
4132112
4162230
4132120
4162248
4132135
4162253
4132147
4162275
4132158
4162282
4132164
4162341
416125
4162352
4161133
4162365

5 Fluke Biomedical

ESA615 US, 115 V

ESA615 US, 115 V with Ansur automation software

ESA615-01 France/Belgium, 230V

ESA615 France/Belgium, 230 V with Ansur automation software
ESA615-02 Europe, 230V

ESA615 Europe, 230 V with Ansur automation software
ESA615-03 Israel, 230 V

ESAG15 Israel, 230 V with Ansur automation software
ESA615-05 Australia/China, 230 V

ESA615 Australia/China, 230 V with Ansur automation software
ESA615-06 UK, 230 V

ESA615 UK, 230 V with Ansur automation software

ESA615-07 Switzerland, 230 V

ESA615 Switzerland, 230 V with Ansur automation software
ESA615-08 Thailand, 230 V

ESA615 Thailand, 230 V with Ansur automation software
ESA615-09 Japan, 100 V

ESA615 Japan, 100 V with Ansur automation software
ESA615-10 North America 220V

ESA615 North America, 220 V with Ansur automation software
ESA615-11 Brazil 230V

ESA615 Brazil with Ansur automation software

ESA615-12 India 230V

ESA615 India with Ansur automation software

ESA615 Electrical Safety Analyzer
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Standard accessories

4105850 Operator’s Manual (multilingual CD-ROM)

4105845 Getting Started Guide, hard copy, multilingual

4034393 Data Transfer Cable

3111008 USA/AUS/ISR Accessory Kit: test lead set, TP1 test probe set, AC285 alliga-
tor clip set (ESA T/L kit, country-specific, see below)

2195732 15 — 20 A Adapter (2719-0154)

4151242 USA/NEMA outlet to NBR14136 socket (Brazil only)

3326842 Null Post Adapter

3359538 5-to-5 Banana Jack to ECG (BJ2ECG) Adapter (ESA612-2016)

2248650 Carrying Case

LINE CORD Country-specific power cord

4165219 Ansur ESA615 Plug-in Software (Ansur automation software versions only)

Accessory kits (country specific)

31moos USA/AUS/ISR Accessory Kit: test lead set, TP1

test probe set, AC285 alligator clip set (ESA T/L kit, USA)

3111024 EUR Accessory Kit: test lead set, TP74 test probe set, AC285 alligator clip
set (ESA T/L kit, EUR)

Optional accessories

1903307 Retractable test leads (6358)

2392639 Ground pin adapter (US receptacle testing ground lug) (9503-0004)
3392119 1-to-10 ECG adapter box assembly (1210 ECG)

3341333 ZigBee USB dongle

3472633 Ultrasound test cable adapter

2462072 Fix vertical alignment universal snap-to banana adapter
4165219 Ansur ESA615 Plug-In Software

4200364 ESA615, 1 Year Gold CarePlan

4200373 ESAG15, 3 Year Gold CarePlan

4200386 ESA615, 1 Year Silver CarePlan

4200399 ESAG15, 3 Year Silver CarePlan

4200416 ESA615, 1 Year Bronze CarePlan

4200402 ESAG15, 3 Year Bronze CarePlan

FLUKE « LANDAUER® RaySafe~
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About Fluke Biomedical

Fluke Biomedical is the world’s leading manu-
facturer of quality biomedical test and simulation
products. In addition, Fluke Biomedical provides
the latest medical imaging and oncology quality-
assurance solutions for regulatory compliance.
Highly credentialed and equipped with a NVLAP
Lab Code 200566-0 accredited laboratory, Fluke
Biomedical also offers the best in quality and
customer service for all your equipment calibra-
tion needs.

Today, biomedical personnel must meet the
increasing regulatory pressures, higher quality
standards, and rapid technological growth, while
performing their work faster and more efficiently
than ever. Fluke Biomedical provides a diverse
range of software and hardware tools to meet
today’s challenges.

Fluke Biomedical regulatory commitment

As a medical test device manufacturer, we rec-
ognize and follow certain quality standards and
certifications when developing our products. We
are ISO 9001 and ISO 13485 medical device certi-
fied and our products are:

e CE Certified, where required

® NIST Traceable and Calibrated

e UL, CSA, ETL Certified, where required
e NRC Compliant, where required

Fluke Biomedical.
Trusted for the measurements that matter.

Fluke Biomedical
28775 Aurora Road
Cleveland, OH 44139-1837 U.S.A.

For more information, contact us at:

(800) 850-4608 or Fax (440) 349-2307
Email: sales@flukebiomedical.com
Web access: www.flukebiomedical.com

©2012, 2019 Fluke Biomedical. Specifications subject
to change without notice. Printed in U.S.A.
10/2019 4165308c-en

Modification of this document is not permitted
without written permission from Fluke Corporation.
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