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1. Reference standard
Symbols adopted in labels are in accordance with the following harmonized

standards:

e UNI CEI EN 1041:2013 “Information provided by the manufacturer of
medical devices”;

e UNI CEI EN ISO 15223-1:2013 “Medical Devices — Symbols to be used
in medical devices’ label, in labeling and in the information to be
provided”

2. License plate label

The following indelible adhesive label is applied to the back of the
defibrillator:

- .
i e | ' | — ) —{ s
"7 Medical Equipment Solutions

www.progettimedical.com

DEFIBRILLATOR Applied parts: CF{W} BF { &+
RESCUE LIFE Medical device class mooosazeec;: 1l b
sN] | | Electrical class gec oo 2 O]
PROGETTI S.r.l. 100 -230V ~._ | 50 - 60 Hz | 700 mA
10028 Trefarello [TO)
MADE IN ITALY

CAUTION - HAZARDOUS ELECTRICAL OUTPUT
c € & This equipment is for use ONLY by qualified personnel @@ ﬂ
CAUTION — ELECTRIC SHOCK HAZARD
0068 —

Do NOT remove the back cover. Refer servicing to qualified senice personmel.

DAMGER
Possible EXPLOSION hazard if used in presence of concentrated oxygen
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3. Packaging label

b T 4 ..
-y oroseltEr
Medical Equipment Solutions

www.progettimedical.com

DEFIBRILLATOR
RESCUE LIFE Language: [ ]

@ ‘ SwW \lersion:l:l
PROGETTI 5.1, Optional: AED Pacemaker NIBP SpO:
P ROl TS
MADE IN ITALY

Ceow |87 O

4. Plan of accessories’ labels

——— e
e — e = orroeetTisd
——— el — i

"7 Medicl Equipment Solutions 4

Pudical Equipraest Solution:

W RTEERLme drial com

v progettimedical.com

RESCUE LIFE Accessary [ Accessorio RESCUE LIFE Accessory / Accessorio
ECG Patient Cable/ Cavo Paziente ECG Sp0O2 Sensor [ Sensore Sp02 [ ]
[REF] DFBLIFCABS meFl[__

€ o Ze|l€ I8 Ee

= :". ". OOt f“ ',' orroseeE]
Y% Medil Equpment Soluticns v Medical Equipment Salutians
www, progettimedical com wrw.progettimedical.com

RESCUE LIFE Accessory [/ Accessorio RESCUE LIFE Accessory [ Accessorio

ECG Patient Cable/ Cavo Paziente ECG |10 wirss/ 10 fil Disposable Electrodes Cable / Cavo Elettrodi Monouso

REF| DFBLIFCAB10 [REF] DFBLIFADPT

+70% P W ﬁ + 707 f_j 0% ﬁ/
R %) X (%
€ ATET Bl |ce I G ©
L |

APPROVED BY:
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5. Description of the symbols used

SYMBOL MEANING POSITION

on product

REF

Device’s name on packaging

O on the documentation

on product

SN

Device’s serial number on packaging

O on the documentation

on product
Manufacturer’s identification on packaging

on the documentation

on product
& Device’s manufacturing date on packaging

O on the documentation

on product
|— CF TYPE applied part

protected by defibrillator discharge

O on packaging

on the documentation

on product

_I ﬂ I_ BF TYPE applied part protected

by defibrillator discharge [ on packaging

on the documentation

on product

Device electrical class 2 O on packaging

on the documentation
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on product
Alternate O on packaging

on the documentation

on product
Electrical hazard O on packaging

on the documentation

on product
Warning O on packaging

on the documentation

~_
O on product
@ DO NOT use AED mode on

newborns O on packaging

on the documentation

_ _ on product
Read enclosed instructions for use )
on packaging

on the documentation

c € CE signature and on product
0068

Identification Number of the on packaging

Notified Bod
Y on the documentation

O on product
Temperature storage range on packaging

on the documentation

1 O on product
Humidity storage range on packaging

on the documentation
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O on product
@ 4 Identification of the number of

stackable packages: 4 on packaging
O on the documentation

E ' ' on product
Symbol for ma}”klng glectrlcal and on packaging
electronic equipment

— on the documentation
O on product
I Fragile content, handle with care on packaging
O on the documentation
O on product
I Keep upwards on packaging
o O on the documentation
ey 4 4d O on product
AR ey anddoneewoe o g on packaging

O on the documentation
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