@ HEARTSYNC

Date: September 1st, 2015
To: All Heart Sync Customers

Re: Heart Sync Part Numbers/ Packaging Update Notification

Why is Heart Sync making this labeling change? In order to stay compliant and
up-to-date with American Heart Association (AHA) guidelines (2010), defibrillator
manufacturersodé instruction for use (I FU), and
changed our pouch, foam and box label artwork for the adult line of Heart Sync electrodes.

When will we see the new part numbers? The updated Adult/Child part numbers will
be in distribution starting the third quarter of 2015. Electrodes will be labeled as Adult/Child
and can be used on patients greater than 10kg (22 Ibs.). This is a labeling change and does
not affect the function of the Heart Sync electrodes. (Artwork change is detailed below)

Current Artwork showi ngNeiwAduulwtod ko s hloav@Ghaldgp fAd U latb e |

MONOPﬁggEL ;lgurislcpcgﬁmms One Pair - Adult/Child 2 10kg
DEFIBRILLATION/CARDIOVERSION/PACING/ECG MONITORING _ Monophasic or Biphasic Compatible
ELECTRODES Defibrillation ® Cardioversion ® Pacing ® ECG Monitoring

Electrodes

For Child Use:
Manual Defibritator:
210 kg (22 Ibs)

AED or AED Mode
225 kg (55 Ibs)
2 8 years old

/%M

Instructions For Use: ek i T e
1. Remove electrodes from pouch. A @ Instructions For Use:
2. Ensure skin site is clean and dry. 1. Remove electrodes from pouch. @
3. Remove electrodes from release lingr, WV svassol 2. Ensure skin site is clean and dry,
4. Apply electrodes firmly to patient’s skin. 'Sy T, 3. Remove electrodes from release liner, ™t sasuseowr
5. Connect electrodes to defibrillator. N rsowwn 4. Apply electrodes firmly to patient's skin. RxoNLY
6. Connect ECG leads for demand pacing, toumoweuen oW 5. Connect electrodes to defibrillator, ——
7. Apply a new set of electrodes after: =" 6. Connect ECG leads for demand pacing. LTS DN
¥ 24 hours on skin ¥ 50 defibrillation shocks 7. Apply a new set of electrodes after: TP
¥ 24 hours on skin ® 50 defibrillation shocks

4401 Varsity Drive, Suite D,  Ann Arbor, M1 48108 , (800) 828-4681 Phone , (734) 213-5640 Fax
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Heart Sync will be changing product numbers so these will change along with the
artwork updates. Please see the reference chart below, to find the new product numbers

that pertain to your facility.

Current Heart Sync Product Number

New Heart Sync Product Number

T100-Philips

T100AC-Philips

C100-Philips

C100AC-Philips

T100LO-Philips

T100LOAC-Philips

C100LO-Philips

C100LOAC-Pnhilips

T100-Physio

T100AC-Physio

C100-Physio

C100AC-Physio

T100LO-Physio

T100LOAC-Physio

C100LO-Physio

C100LOAC-Physio

T100-Zoll T100AC-Zoll
C100-Zoll C100AC-Zoll
T100LO-Zoll T100LOAC-Zoll
C100LO-Zoll C100LOAC-Zoll
T100 T100AC
C100 C100AC
T100LO T100LOAC
C100LO C100LOAC

Thank you for choosing Heart Sync for your cardiac resuscitation, defibrillation, pacing and
testing needs. Our team stands ready to support you. Please contact us if you have questions
or concerns regarding this change. We appreciate your business!

Sincerely,

The Heart Sync Team
4401 Varsity Dr. Ste D
Ann Arbor, Ml 48108
(800) 828-4681

4401 Varsity Drive, Suite D,  Ann Arbor, M1 48108 , (800) 828-4681 Phone ,

(734) 213-5640 Fax
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Physio Pro_duct Line
New Artwork Front and Back
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Warnings:

# Do not use if conductive polymer gel is dried or damaged.
® Misuse of electrodes may cause patient burns.

# Do not use if electrodes are damaged.

Cautions:

* Do not open package until i i prior to using ek

* Electrodes may dry out when removed from packaging and exposed
to air,

i
Please visit wwwr.heartsync.net for: USE BY: YYYY-MM-DD

¥ Current defibrillator compatibility
¥ Pacing guidelines II IIIII
Not compatible with all models. Check compatibility before use

One Pair - AduItIChlld 2 1Dkg

= Hf electrodes do not adhere properly to patient, apply a new pair.

* Do not apply any substance to the skin surface that will
leave residue.

# Do not apply electrodes over broken or damaged skin.

* Do not crush, fold or store package under heavy objects,

Defibrillation ® Cardioversion @ Fa[:mg @ ECG Monitoring * Pacing requires separate leads and electrodes for monitoring.

Electrodes # The adhesive foam may be a mild irritant to the skin.
. are ion only. Follow hospital
protocol.
* Pacing, il or cardi ion may cause
AEDIor AE D Mo of the skin,

=25kg(55 II::S)
= 8 years old * Do not exceed a setting of 360J for Adul/Child electrodes.

1)

Posterior

Instructions For Use:

1. Remove electrodes from pouch.
2, Ensure skin site is clean and dry,
3. Remove electrodes from release liner.
4, Apply electrodes firmly to patient's skin.
5. Connect electrodes to defibrillator.
6. Connect ECG leads for demand pacing.
7. Apply a new set of electrodes after:

® 24 hours on skin ® 50 defibrillation shocks

Storage Requirements:

To ensure maximum product performance, shaort term storage should
not exceed 30 days at a maximum of +40°C (104°F), and a minimum
of =20°C (=4°F).

RO W A Q
FREZCRETION MO LATEX WAS USED N
Sades

anLy SR oMY
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o Warnings:
C HE a RTSYN C- ® Do not use if conductive polymer gel is dried or damaged.
* Misuse of electrodes may cause patient burns,
5643 Plymouth Road @ Ann Arbor, Michigan 48105 USA
Phone (734) 213-5530 ® www.heartsync.net @ Fax (734) 213-5640

ADULT - ONE PAIR Cautions:
MONOPHASIC OR BIPHASIC COMPATIBLE
DEFIBRILLATION/CARDIOVERSION/PACING/ECG MONITORING

® |f packaging is damaged, please return to Heart Sync, Inc.

* Do not open package until immediately prior to using electrodes.

ELECTRODE * Electrodes may dry out when d from ing and exposed
to air,
o If dect] s do I a flew
S *D p| Iy any
leave resi

* Do not apply electrode over broken or damaged skin.

o T WTERIOR # Do . g und
o or . epal electibdes for fhonifforing,
| - . 2ol
2. Ensure skin site is clean and dry. . The adhesive foam may be a mlld irritant to the skin.

i. :;zo: almrodoﬁs fr?n: |;|t ‘l,lnm; * Electrode placement diagrams are suggestion only. Follow hospital
4 ly electrodes firmly to I.ﬂ 's skin. tocol.

5. Connect electrodes to defibrillat 55 oy profocel - )

6. Connect ECG leads for demand paclng ':“‘..’.'.’.f’““’.'.".:‘ * Pacing, defibrillation or cardioversion may cause reddening

7. Apply a new set of electrodes after: oF e macucT of the skin,

@ 24 hours on skin ® 50 defibrillation shocks ® Do not exceed a setting of: ® 360J for Adult and Adult/Child

¥ 100J for Pediatric/Infant
Storage Requirements:
To ensure maximum product performance, short term storage should

not exceed 30 days at a maximum of +40°C (104°F), and a minimum
of -20°C (-4°F).

Obelis sa.
Bd General Wahis 53
1030 Brussels Belgium
c € Tel: +(32) 27325954
Fax: +(32) 2732 60 03

4401 Varsity Drive, Suite D,  Ann Arbor, M1 48108 , (800) 828-4681 Phone, (734) 213-5640 Fax
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Zoll Product Line
New Artwork Front and Back
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Radiotransparent-No Shadow
LOTH YXXXXXX-XX

Please visit www.heartsync.net for:
¥ Current defibrillator compatibility
¥ Pacing guidelines

Not compatible with all models. Check compatibility before use

One Pair - Adult/Child 2 10kg
Monophan i of Biphaic Compatible
Deficilation » Cardioversion » Pacing » ECG Monkoring
Electrodes.

Vo b o Nt e

Instructions For Use
olectrodes from pouch.

@ 24 housrs on shin @ 50 defitrlation shocks
Comparable to Zoll
Multifunction Electrodes
TEAR HERE

AN 1Id
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5643 Plymouth Road @ Ann Arbor, Michigan 48105 USA
Phone (734) 213-5530 ® www.heartsync.net @ Fax (734) 213-5640

ADULT - ONE PAIR
MONOPHASIC OR BIPHASIC COMPATIBLE
DEFIBRILLATION/CARDIOVERSION/PACING/ECG MONITORING
ELECTRODES

lectrodes
2. Ensure skin site is clean and dry.
3. R lectrod | liner.

from
4. Apply firmly to ’s skin. % R
5. Connect electrodes to defibrillator. Rt
6. Connect ECG leads for demand pacing. 'wumovsuseos O

7. Apply a new set of electrodes after: T
@ 24 hours on skin ® 50 defibrillation shocks

ComErala o 20t
WL SO s

ADULT
Radiotranslucent (Shadow)
LOT # YMMDDYY-XX

L1 LD L]

Use before date; YYYY-MM-DD

Please wisit wwwwwheartsync.net for:
= Defibrillator compatibility
» Pacing quiddines

4401 Varsity Drive, Suite D,

Ann Arbor, M1 48108
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Warnings:
+ Do not use if conductive polymer gel is dried or damaged,
» Misuse of electrodes may cause patient burns,
# Do not use if electrodes are damaged.
Cautions:
# Do not open package until immediately prior ta using electrodes.
* Electrodes may dry out when removed from packaging and exposed
1o air,
+ If electrodes do not adhere properly to patient, apply a new pair.
* Do not apply any substance to the skin surface that will
leave residue.
Do not apply electrades over braken or damaged skin.
# Do not crush, fold or store package under heavy objects.
* Pacing requires separate leads and electrodes for monitoring,
* The adhesive foam may be a mild irritant to the skin.
+ Electrode placement diagrams are suggestion only. Follow hospital
protocol
* Pacing, defil ion or cardil ion may cause
of the skin.
* Do not exceed a setting of 360J for Adult/Child electrodes.
Storage Requirements:
To ensure maximum product performance, short term storage should
not exceed 30 days at a maximum of +40°C (104°F), and a minimum
0f -20°C (47F).
RX ONLY W A @
PRESCHION woulmms i
e e e oy
Comparable to Zoll
Multifunction Electrodes
TEAR HERE
Warnings:

* Do not use if conductive polymer gel is dried or damaged.
¢ Misuse of electrodes may cause patient burns,

¢ If packaging is damaged, please return to Heart Sync, Inc.

Cautions:

* Do not open package until immediately prior to using electrodes.

® Electrodes may dry out when d from ing and exp d
to air.

¢ If ele

*Don
leave

e t a e progerly to patient_apoly a ne: ir.
stance s\ syrfach tl i
u

* Do not apply electrode over broken or damaged skin.

* Do not crush, fold or store package under heavy objects,
* Pacifig i al 2ctro r mdhito
® The dWhasive! itatio in.

* Electrode placement diagrams are suggestion only. Follow hospital
protocol.

* Pacing, defibrillation or cardioversion may cause reddening
of the skin.
* Do not exceed a setting of: ® 360J for Adult and Adult/Child
@ 100J for Pediatric/Infant
Storage Requirements:
To ensure maximum product performance, short term storage should

not exceed 30 days at a maximum of +40°C (104°F), and a minimum
of -20°C (4°F).

Obelis s.a.
Bd General Wahis 53
1030 Brussels Belgium
C € Tel: +(32) 2 732 59 54
Fax: +(32) 2732 60 03

(800) 828-4681 Phone |

(734) 213-5640 Fax
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Anderson Product Line

New Artwork Front and Back

=T=] ohelis s.a.
Bd General Wahis 53
c € 1030 Brussels Belgium
Tel: +(32) 2 73259 54
Fax +(32) 2 732 60 03

Please visit www.heartsync.net for:
¥ Current defibrillator compatibility
¥ Pacing guidelines

@ HEARTSYNC

5643 Plymouth Road, Ann Arier, Michigan 48105 (734) 213-5530P » (734) 2135540 F v wawheartsync.net

REF #Anderson

Radiotransparent-No

Not compatible with all models. Check compatibility before use

One Pair - Adult/Child 2 10kg
Monoshasic o Blohasic C e

ELELREEN)

adow
LOT# YXXXXXX-XX
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USE BY: YYYY-MM-DD
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Defirilation v Cardioversion
3
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Pacing ¥ ECG Montoring
odes

Instructions For Use:
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Warnings:

* Do not use if conductive polymer gel is dried or damaged,
* Misuse of electrodes may cause patient burns,

# Do not use if electrodes are damaged.

Cautions:
+ Do not open package until immediately prior to using electrodes,

* Electrodes may dry out when removed from packaging and exposed
to air.

* If electrodes do not adhere properly to patient, apply a new pair.

+ Do not apply any substance to the skin surface that will
leave residue.

# Do not apply electrodes over broken or damaged skin.

+ Do not crush, feld or store package under heavy objects,

* Pacing requires separate leads and electrodes for monitoring,
* The adhesive foam may be a mild irritant to the skin,

protocol

are only, Follow hospital

+ Pacing, defibrillation or cardioversion may cause reddening
of the skin.

+ Do not exceed a setting of 360J for AdultiChild electrodes.

Storage Requirements:

To ensure maximum product performance, short term storage should
not exceed 30 days at a maximum of +40°C (104°F), and a minimum
of a20°C (=4°

A @
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Plymouth Road @ Ann Arbor, Michigan 48105 USA
Phom (73‘) 213-5530 @ www.heartsync.net @ Fax (734) 213-5640

. Apply a new set of

ADULT - ONE PAIR
MONOPHASIC OR BIPHASIC COMPATIBLE |
ROJES

1. Remove electrodes from pouch.

2. Ensure skin site is clean and dry.

3. Remove electrodes from release liner.
4. Apply electrodes firmly to patient’s skin.
5. Connect electrodes to defibrillator.

6. Connect ECG leads for demand pacing.
7 electrodes after:

@ 24 hours on skin ® 50 defibrillation shocks

4401 Varsity Drive, Suite D,

Ann Arbor, Ml 48108

7. Apply a now set of electrodes w roudEx s RN
@ 24 hours on skin @ 5) defitrllation shocks OF THPRODUCT s sanimoLy
Warnings:

* Do not use if conductive polymer gel is dried or damaged.
* Misuse of electrodes may cause patient burns,

¢ If packaging is damaged, please return to Heart Sync, Inc.

Cautions:

® Do not open package until immediately prior to using electrodes.

®E| d gy wved fgo kaging xposed
b Y ol O
. oflas.do ti#ntl ap) air.

* Do not apply any substance to the skin surface that will
leave residue.

GBSOLETE

* Pacing requires separate leads and electrodes for monitoring.

® The adhesive foam may be a mild irritant to the skin.

only. Follow ital

* Electrode placement diagrams are st
protocol.

* Pacing, defibrillation or cardioversion may cause reddening
of the skin,

* Do not exceed a setting of: ® 360J for Adult and Adult/Child

¥ 100J for Pediatric/Infant
Storage Requirements:
To ensure maximum product performance, short term storage should

not exceed 30 days at a maximum of +40°C (104°F), and a minimum
of -20°C (<4°F).

Obelis s.a.
Bd General Wahis 53
1030 Brussels Belgium
c Telk: +(32) 273250 54
Fax: +(32) 2732 60 03

(800) 828-4681 Phone |

(734) 213-5640 Fax
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Philips Product Line
New Artwork Front and Back

Page| 6

@ HEARTSYNC

5643 Plymouth Road, Ann Arbcr, Michigan 48105 (734) 213-5530 P v (734) 2135640 F » wwwhesrtsync.net

REF #Philips
LU

Radiotransparent-No Shadow

LOTH# YXXXXXX-XX

Obelis s.a.
Bd General Wahis 93
c € 1030 Brussels Belgium
Tel: +{32) 2 73259 54
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Not compatible with all models. Check compatibility before use

One Pair - Adult/Child = 10kg
phas ic or Biphasic C anhie
Defbrillstion  Cardioversion ® Pacing ® ECG Monitoring
Elecwodes

,B.,A IRO\YS

o Racerrert Posaror At
Instructions For Use:
o electrodes from pouch.
Ensu lklnlh-lsdunmddryu
R A ner.
Aopl Mmﬂmﬂymm'.tﬂn
1o defibrillator.
6. c«mscemmmmmlu
electrodes after:

7. Apply a new set of
Duhmnm*\'!)mm

ELELREEN]

Manufactured In the USA

& HEARTSYNC

5643 Plymouth Road @ Ann Arbor, Michigan 48105 USA
Phone (734) 213-5530 ® www.heartsync.net @ Fax (734) 213-5640

ADULT - ONE PAIR

MONOPHASIC OR BIPHASIC COMPATIBLE
DEFIBRILLATION/CARDIOVERSION/PACING/ECG MONITORING
ELECTRODES

1

2, Ensum skln lm Is elun and dry

3. Remove electrodes from rel liner.

4. Apply electrodes firmly to patient’s skin. | RXONLY
5. Connect electrodes to defibrillator. ez
6. Connect ECG leads for -
2

pacing. pam
o van ot

Apply a new set of electrodes after:
@ 24 hours on skin ® 50 defibrillation shocks

4401 Varsity Drive, Suite D,

Ann Arbor, M1 48108

BECOMING
OBSOLETE

(800) 828-4681 Phone , (734) 213-5640 Fax



