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THE COLD MANUFACTURER

"* Non Scientific { Commercial Grade

Marathon Clectronic Data Logger
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THE COLD MANUFACTURER

* Scientific Grade (Basic Version

Marathon Electronlc Data Logger
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THE COLD MANUFACTURER

‘* Scientific Grade (High Version)
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Fiocchetti , Italy

ﬂ’é)ﬂﬂ ‘lJ 1969 Tﬂﬂ Mr. Ciro Fiocchetti

Product Range
V¥V VN

-

Pharmacy/Laboratory Blood Bank Freezer/

Refrigerator Refrigerator Deep Freezer

Especlally developed for the following fields:

® Hospitals and clinics
® Chemical and analysis laboratories
® Pharmacies and Para-Pharmacies (we are leaders on the Italian market)
® Chemical, pharmaceutical and biomedical industries
® Research institutes and Universities
® Blood transfusion centers
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REFRIGERATORS
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BLLOOD BANKS and PLASMA-FREEZERS

THE COLD MANUFACTURER

Equipment designed and manufactured in line with Directive 93/42/

EC (class lla), certified as Medical Devices and enlisted into the

ltalian National Register of Medical Devices.

Blood Banks and Plasma-Freezers cover the following ranges:

- EMOTECA series: blood storage at +4°C, also with twin system
from 100 to 1500 liters

- PLASMA-FREEZER and PLASMA-VISION series: from -10 to
-25°C

- PLASMA-SUPERARTIC series: from -20 a -40°C

- PLASMA-LABOR 2T and PLASMA-VISION 2T Series: combined
to store blood and plasma

As standard, blood banks and plasmafreezers are equipped with

ECT-F TOUCH controller featuring:

- Electronic registration of temperatures and alarms with buffer
battery to guarantee the signalization of alarms during power
failure

- External terminal board for RS485 and dry contacts

- Digital Lock

- Ballasted probe for product temperature simulation

- Drawers with dividers or shelves, wire baskets or racks
(depending on models).




FREEZERS CONGELATORI

=» ooy Bl
COMBINED REFRIGERATOR AND FREEZER with double
temperature setting, two independent compartments and cooling
units. Available in a wide range of capacities, varying from 280 to

700 liters (refrigerator and freezer compartment have the same
capacity). All models can be supplied either with ECT-F or ECT-F

TOUCH controller.

Professional FREEZERS with temperature range from -10°C to

-86°C, suitable for various applications in the medical-scientific

field:

- FREEZER and VISION Series: from -10 a -25°C, available in
ECT-F and ECT-F TOUCH versions

- SUPERARTIC series: from -20 to -40°C, available in ECT-F and
ECT-F TOUCH versions

- ULTRAFREEZER series: from -60 to -86°C

=y
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Accessory

THE COLD MANUFACTURER

Sliding aluminium
drawer with partitions

plasticized steel
grid shelf
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Fiocchetti

SCIENTIFIC REFRIGERATORS

ECT-F CONTROL M

DESCRIPTION CONTROL BOARD ECT-F

ECT-F
CONTROL

Alphanumeric LCD Display, back-lit

To confirm

To Enter and Esc from the menu

To increase values, scroll menu
and for INFO DOCTOR VIEW special function

NCO Ok

To decrease values. scroll menu.
Switching on/switching off glass door LIGHT

21



Working status description on the display

STRING DESCRIPTION OF THE OPERATION IN PROGRESS

PAUSE Compressor is OFF, waiting next cooling cycle
cooL Compressor is ON to reach setpoint
WAIT DEFROST After request of manual defrosting, the controller waits for the necessary

conditions to proceed automatically with defrosting

ACCESS DENIED

Attempt to access a disabled menu or deny to run a manual defrost if the
conditions are not suitable for such action.

DEFROST The equipment defrosts, warming up the evaporator

DRIPPING Last phase of the defrosting to allow dripping of condensate water
RECOVERY Compressor is ON after defrosting to re-acquire the setpoint
DOOR Door open (close immediately!)

HEATING Warming-up phase (ONLY FOR PRESET MODELS )

22
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ECT-F TOUCH Control
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ECT-F TOUCH Control
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ECT-F TOUCH Control

Equipment with one chamber

Date/Hour INFO 1 Panel Equipment status INFO 2 Panel

05/03/2013 11:33:16 STATUS DK FiDCCh etti
THE COLD NAHUFACTURER
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REFRIGERATOR

Graph Equipment name STATUS Panel
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ECT-F TOUCH Control

Equipment with two chambers

INFO Panel 1°' chamber Graph 1% chamber

20/93/2013 10:59:01 STATUS OK Fiocchetti
THE COLD MANUFACTURER
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REFRIGERATOR

Graph 2™ chamber  INFO Panel 2" chamber
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Equipment with one chamber + ballasted probe

Panel INFO 1

2000372013 10:47:48

S5TATUS OK

Panel INFO 2

fiocchetti
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Product temperature

Product alarm Min/Max limits
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Screensaver mode: it is possible to set the screensaver page which will be automatically
activated if the screen is not in use for a certain period of time (see “Description setup system
menu” par. 6.2.10). The screensaver page will show the chamber temperature against a
black background easily readable from the distance. The screensaver page will disappear at
the touching of the screen.

Fioccheatti

5.3 °C

s L b alF A i)
REFRIGERATCIR,
! - wm = - .|I|| .
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6.2.10 ELECTRIC DIGITAL KEY LOCK

As safety device against unauthonzed door opening, the equipment can be fitted with an
electric-digital key locking, consisting in a small piston placed in the upper corner of the door
of the machine (optional). The door is opened by means of a gentle pressure on the key icon
in the homepage.

FARINEA I T 24 I:il._ll'"l._ hl.:"H'i
ol piind; Livwer lim Upperlim r
50« 0.5« BO « -
5 3 ac 4 i
L} Cafniufmp 148 FlEnL pow. Bl a e Bty
0.0 war 0w 219y e v

AITIRD

REFRICERATOR

During the door opening penod, the piston will be automatically release, to allow an
immediate door closing. After having enabled the “Password” function from the SET UP
SYSTEM using the password 0000, the machine can be protected against the opening of
non-authorized users.

The generic user password is 1234 (see par. 6.2.12 Password).

30



6.2.8 ALARM LIST

OL/03/2013 11:30:39 LIST OF ALARMS ECT-F A Fiocchetti
THE S0 ELRERITL I

Alarm Date of begin  Heir of begin  Duration  Peak Temperature

Use the blue arrows to

| / browse the ALARM LIST

A

Y
& : ; REFRIGERATOR

In this list you can see type of alarm, date/hour of alarm beginning, duration and critical
temperature attained.
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6.2.9 OPENING DOOR LIST

LIST OF DOOR OPENING DMLP Fioccheth

Use the blue arrows to
browse the list

Operings Date Openiregs Time  Op=rang Rumber Cntscal Openings

REFRIGERATOR

In the list you can see the last 32 openings and in particular date, duration of each opening,
total number of openings in a day and the no. of critical openings (>30 sec.)

32



ECT-F TOUCH Control
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ECT-F TOUCH Control

o cp GSM
mon Chb SCP G5

TUTORIAL multimedia application:
integrated interface that displays
multimedia files, useful both for
end users (video instructions, use
and maintenance manuals) and for
service (electric diagrams, spare
parts exploded views).

A A A

o
R L
v v v

Day Month Year 00 0330 “’Q 100 1330 u'a ”’N !)‘N
=3 50 Status
‘= ) o b
o~ Foer n
e 0 Free o

Onta charge: »

Daily temperature graph with
date selection.
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e ECT-F TOUCH Contre

'THE COLD MANUFACTURER

TOUCH

EASY TO USE
RELIABLE
COMPLETE
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Fiocchetti 11tra Ereezer

THE COLD MANUFACTURER
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Standard / Certification

FiOCCheHi C.F. di Ciro Fiocchetti & C. s.n.c.

OLD MANUFACTURER Via Panagulis, 48 42045 Luzzara (RE) ltaly
THEC - Y Tel. +39 0522 976232 ~ Fax +39 0522 9760028

Cod.Fisc. e P. VA 00934960352

SR R.EA N. 149865 — N.Mecc. Estero RE 012596
Registro Imprese N. 00934960352 - Cod. Identific. CEE IT 00934960352
htto/Awww fiocchetti.it - Email: info@fiocchettiit - Pec: fiocchetti@pecit

LETTER OF AUTHORIZATION

To: WHOM IT MAY CONCERN

WE, C.F.di CIRO FIOCCHETTI & C Snec., hereby declares that the company

SCIENCE TECH CO., LTD, 321/43 NANGLINCHEE ROAD,
CHONGNONDSEE, YANNAWA, BANGKOK 10120, THAILAND

is an authorized Distributor of Company, and consequently they are eligible to
represent, market, sell, service and participate in any tender with reference to our
products.

We declare that the conclusion of any contract for the Supply of our Products

is authorized by us.

di CIRO FIOCRHETTI & C

RA (RE]
: e (RE}
FAX oszz/o'nm

Y
76232
Laila Balboni
Export department
CF di CIRO FIOCCHETTI & C. s.n.c.

Valid until 31/12/2021

Fioccheﬁi C.F. di Ciro Fiocchetti & C.s.n.c.

COLD MANUFACT Via Panagulis, 48 42045 Luzzara (RE) ltaly

THE o TRES Tel. +39 0522 976232 - Fax +39 0522 9760028

Cod.Fisc. e P. IVA 00934960352

R.EA. N. 149865 ~ N.Mecc. Estero RE 012596

Registro Imprese N. 00934960352 — Cod. Identific. CEE IT 00934960352
htto:/mwww fiocchetti.it — Email: i it - Pec:

SERVICE AUTHORIZATION, TO WHOM IT MAY CONCERN

We, CF di Ciro Fiocchetti & C snc, having factories at Luzzara, Italy, Via
Panagulis nr 48, manufacturer of cooling equipment (such as lab refrigerators
and freezers, blood banks and plasma freezers, ice makers, mortuary
Refrigerators, and others) hereby confirm that the company:

Science Tech Co., Ltd, 321/43 Nanglinchee Rd, Chongnondsee, Yannawa,
Bangkok, Thailand , 10120, tel +662 2854101-3

is our authorized service partner for Thailand, and can therefore perform
installation, repair, servicing and any technical intervention on any refrigerator
with brand name “FIOCCHETTI".

The authorized technicians/specialized personnel are the following:

Mr. Sompol Sooksom

Ms. Chaluay Khairak

. Songchat Singkaselit
Mr. Nitithorn Kaewmanee
Mr. Arnon Phunong-ong

oy B B 9 B
<
o

We grant our full support to our service and commercial partner concerning
any technical issues or spare parts replacement.

Best regards

di CIRO FIOCHETTI &¢C

b
FAX 0522/07309'

Luzzara, 01/08/2020
Valid until 31.12.2021 (renewable on request)
Pag. 1/1



CERTIFICATE

The Certification Body TUV Rheinland Italia S.r.I.

certifies, in accordance with the TUV Rheinland Group procedures, that the Company

C.F. di Ciro Fiocchetti & C. s.n.c. f"|gg$“h§mﬂ|
Via A. Panagulis, 48
IT - 42045 Luzzara (RE)

has established and applies a quality management system
for the following scope: :

Design and manufacturing of scientific equipments, refrigerators, freezers meant to be
used in hospitals, laboratories, pharmacies and industries EA 19

Through an Audit, Report No. 28111738 001, proof has been fumished that the
quality management system fulfils the requirements of the standard

UNI EN ISO 9001:2015

Please refer to the Quality Manual for the details about

the exclusions with respect to the requirements of the standard.
Certificate Registration No. 39 00 0470905.

This Certificate is valid from 2018-12-21 to 2021-09-09.

The reference date for all the next audits is (day-month): 24-06.

Milan, 2018-12-21. First Certification: 2009-11-06

The tion responsible. Elena Re
TOV Rheinland Italia S.r.\, Via E. Mattei, 3 - 1 - 20010 Pogliano Milanese (M)

) Management
A oo @S
i 150 5001:2015
| TOVRheiniond | ESRt

veww.tuv.com
1D 9105063570

ACCREDIA %

SGQN°083A  SGA N° 052D

Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC

Signatory of EA, IAF and ILAC
Mutual Recognition Agreement

A TUVRheinland®

www.tuvitalia.com

CERTIFICATE

The Certification Body TUV Rheiniand ltalia S.r.l.
certfies, in accordance with the TOV Rheiniand Group procedures, that the Company

C.F. di Ciro Fiocchetti & C. s.n.c. Fiocchetti
Via Lorenzini, 53 S
1 - 42045 Luzzara (RE)

has established and appli i
ots mp:plnsaqudﬂymmwsymm

Design, development, manufacture, and after-sales service of medical devices (blood
bank, plasma freezer and accessories) and medical grade refrigerators and freezers.

Through an Audit, Report No. 0470905, proof has been fumished that the
quality management system fulfiis the requirements of the standard

ISO 13485:2003

Please refer to the Quality Manual for the details about

the exclusions with respect to the requirements of the standard.
Certiicate Registration No. 38 05 0470905,

This Certficate is valid from 2015-08-10 to 2018-09-09.

The reference date for all the next audits s (day-month): 24-06.

Milan, 2015-09-10, First Certification: 2009-11-06

The. responsible certificate represent statulory requirements
TUVRheiniand alla S.r., Via E Matiel, 3 - 1-20010 Pogiano Misnsse (M) m:nmm&cm'gg::nwscmfmmt:

ACCREDIA X,

SGQN®O083A  SGAN® 0520

Membro degll Accordi di Mutuo
Riconoscimento £4, IAF & ILAC

Signetory of EA, JAF and LAC
Mutual Recognition Agreement www.tuvitalia.com

A TOVRheinland®
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No. 303|-1811034

IMQ CERTIFICAZIONE
DELLE IMPRESE

WG S certifon C.E. DI CIRO FIOCCHETTI & C

che

VIA PANAGULIS 48 - 42045 LUZZARA(RE)

Ein possesso dei - REGOLAMENTO (CE) N. 303/2008 DELLA
requisiti richiesti dalle COMMISSIONE DEL 2 APRILE 2008

seguenti disposizioni
legislative - DECRETO DEL PRESIDENTE DELLA REPUBBLICA 27
GENNAIO 2012 N. 43

- REGOLAMENTO ACCREDIA RT-29

Per lo svolgimento installazione, manutenzione o  riparazione di

delle seguenti 3 = 2 % s

e apparecchiature fisse di refrigerazione,

attvia
condizionamento  d'aria e pompe di  calore
contenenti taluni gas fluorurati ad effetto  sera
ai sensi del Regolamento (CE) n. 303/2008

14111 | 2018 201|008 131 11| 2023

ata di prmi L Dat rrissione coments Ternir difiés del certificats

!P- &»ﬂ— as

CQ_SgW
IMQ $.p.A.

Mod. 4076/0

ACCREDIA

T 3 TR

PRD N° 005 B

Momtso degl Accord! & Mutuo
EA.IAF 8 LAC

of EA I Gnd LAC
1 Aot

IMQ S.p.A. | |-20138 Milano | Via Quintilicno 43 | www.imep.it
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Stand Alone Single Use

e 1210772017 i

Temperature Only Temperature Only Temperature Only
(-29C to + 72C) (-35C to + 50C) (-20°C to +70°C)
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Stand Alone Multi Use

Temperature Only
(-35C to + 50C)

Temp + Humidity
(-29C to + 72C)
(0% to 100% RH)

Temperature Only
(-200°C to +72°C)
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Network System : Marathon Product

LAN and Wi-Fi System

ATHON
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Marathon Product : Software
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Case Study

NASA - Mountain View, California

@ May 20,2017 [O Case Studies

National Aeronautics and Space Administration

We are pleased to announce that NASA in Mountain View, California has
successfully installed six (6) temperature data logging 900 Mhz “2-way"
transceivers at their Food Commissary for HACCP regulation.

Now should refrigerators not be holding proper temperatures or the
doors not be fully closed, the temperature sensors will automatically send
out an alert notification to dedicated perscnnel.

Learn more about Remote Monitering Solutions from Marathon Products,

Inc.
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Case Study

Center for Disease Control (CDC) tests using the Marathon's
TempCheck Chart Recorder

O September 8, 2015 [0 Case Studies

Center for Disease Control (CDC) - Validation of cold chain procedures suitable for distribution of vaccines by public
health programs in the USA.

"To enhance quality assurance of vaccine distribution by public health programs in the U.5., various methods
for packing vaccines were validated. Validation involved both tests in an environmental chamber and actual
shipping of packages by commercial overnight delivery service. Dry ice was used with vaccines needing to be
kept at temperatures lower than -14°C, and water-based cold packs with other vaccines.”

“Disposable analog recording thermometers (Marathon Temperature Recorder Co., Modesto, CA) were used in
real life shipping tests. They were placed in the middle of the vaccines in the smaller packages, or in the top
layer of vaccines in larger-size packages. These monitors produce continuous linear strip charts over 4 days.”

"The conclusions that the methods are satisfactory depended on measurement of temperatures inside
packages of vaccines, not on testing vaccine potency. Nevertheless, the fact that temperatures were measured
throughout the test, not just at the beginning and end, means there is no reason to doubt the validity of our

conclusions”

Alan P. Kendal, Robert Snyder, and Paul ). Garrison (Mational Immunization Program, Centers for Disease
Control and Prevention, Atlanta, Georgia)
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Case Study

New FDA Guidance Calls for Increased Emphasis on
Centralized Trial Monitoring

, [P, e i
@ August2, 2013 O Case Studies

A new guidance document released by the US Food and Drug Administration on 6 August 2013 calls on
sponsors to develop centralized risk-based monitoring strategies for clinical trials involving medical products
with the ultimate goal of enhancing protections for human subjects while simultaneously improving the quality

of clinical trial data

In the guidance, Oversight of Clinical investigations, A Risk-Based Approach to Monitoring, FDA "encourages greater
use” of centralized monitoring practices compared to historical trends that emphasized on-site monitoring as it

applies to pharmaceutical, biclogics, medical devices and combination products.

FDA's guidance lists several it says would “reflect a modern, risk-based approach that focuses on critical study
parameters and relies on a combination of monitoring activities to oversee a study effectively,” such as the use

of centralized monitoring.
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Case Study

HACCP (Hazard Analysis and Critical Control Points)

@ January 14, 2017 0 Case Studies

Quality assurance has specific meanings in different industries. In general, quality assurance is the term used
for the various measures taken to monitor products and services to increase the likelihood of their being safe,
effective, and marketable. Monitoring should be done during processing, shipment, and storage. Quality
assurance managers are prominent in the food industry and in non-food industries such as pharmaceuticals,
zemiconductors, etc.

& =afety program reguired by the United 5tates Department of Agriculture focuses on the food processing
system and its potential for allowing food to become unsafe. The program reguires food processors to identify
each point at which food may become unsafe because of too low or high a temperature, contact with harmful
bacteria, etc. These points are to be identified and measured to monitor conditions of temperature, humidity,
cleanliness, etc.. Documentation of the measurement is to be frequent, regular, and archived. The initials of the
program are HACCP which stand for Hazard Analysis and Critical Control Points. HACCP system of food product
control is a2 prevention system. The focus for control is transferred from final product testing to the
manufacturing process, where monitoring and control methods are applied to reduce or eliminate the
possibility of contamination.

An important element in 3 comprehensive HACCP program is temperature control and monitoring. The

requirements for temperature monitoring for certain foods and chemicals can be quite demanding. Marathon

Products' EDL temperature recorder has a reliable operating range of -40°F to +160°F [-40°C to +72°C] and its

c\temp model has a range of -81°C to 72°C which is particularly needed when using dry ice as a refrigerant. A

Marathon Products temperature data logger was used in a scientific test of shipment temperatures done by the

government (See VACCIMNE 1997 Volume 15 Number 12/13, 14598-1485). 52



Clients

@ HARVARD Hitachi Chemical

m @ affymetrix

Alta Bates Summit

. A"ergan 5.‘ Medical Center

A Sutter Health Affiliate

B+l 2
%72 Banner Health
BAUSCH +LOMB

_ MY
/Al) Bayer HealthCare é 4 BD
' \\ 74
=11
e, BIO RAD
Helicopter

A Textron Company

Fisher
BioServices
® A Thermo Fsher Scientific Brand

MEDICAL SCHOOL

4L NewYork =7 Shaklee

Blood Center
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Strict blood product
temperature control is

necessary to avoid
bacterial proliferation.
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1947 : AABB gg

(American Association of Blood Banks)

"4 %

Transfusion Medicine  Hematopoietic Stem

cells therapies
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1971 : The 30-minute\

rule V7
Return RBC to Lab

d

within 30 minute

J

temperature under 10°C
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How to monitor the 30 Minute rule

!

By Hand Special tool

224
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Timestrip® Blood Temp 10

Button-Activated Blood Temperature Indicator

PRESS ON FOR ASSURANCE

II' '
I Heahhoae
Wy Barievia 5 BRI

‘i P i ECagon
masts e, et pATenT care.

39



Timestrip® Blood Temp 10
PRESS ON FOR ASSURANCE

Press ON for the
easiest indicator




Simple Quality Assurance for Blood Temperature
During Transportation and Storage

Easiest to Use Quality Assurance
» Smpke posheboion acwadon B hainitain gualty comiral i blood
® Indlca%or reguIres Nio special frareporiafion and foags
cordl foning prior o une N Feal-time data fo make quck, sl
# Cont-gdlectue monitorng -
" Paace of mind

Application Is Easy as 1, 2, 3

Verify
Activation

yalloa B dark grean s anly,
M nise, go back o S 1,

Ensure Compliance

B Irresernbie prood of mastling
AAEE Ssandand: and the FOAS
CFR 50015a) for monitonng
e parare of wihdle Hood
during rarsporation and Soage

= FDA S0 dearancs

3 Apply to
Blood Bag

P i W aind &dhere
vt il Cad B B | el Thind of
oo bag

Tirenitrp 10 Blood Bag Samp srshas |ndcstor L5 [ B

Tirenitrn & Bkmd Bag Tempsrahes ndesor S = 18°

Contact Uls Today for Free Samples!

800.435.4242 «
www pdchealthcare.com/bloodternp10
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Check out PDC Healthcare's Other Blood Safety Labeling

and Patient ID Solutions.

Reduce Errors and lmprove P atient Get High Impact Communic ation with
Safety with ISBT Compliant Labels Highly Visible MedVision® Labels
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o pour unigue applicamiona. Call us o 8006358 LFer, J

Accurately Match the Right Patient to the
Right Blood with Securline® Bar Code Blood Barnds
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Distributed by PDC Healthcane
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the smart way to measure time & temperature

Timestrip® Blood Temp 10°C/50°F (BT10)

The Timestrip® Blood Temp 10 is a single use temp-sensitive indicator in a self
adhesive label format that is designed to be applied directly to a blood bag and will
display a colour change to alert when blood exceeds a certain temp.

inactive active triggered
The Timestrip® Blood Temp 10 (BT10) blood bag indicator is a temperature-sensitive

indicator that can be used by blood banks and transfusion services to maintain
quality control in blood storage and transportation.

13485,
@ Mmouq @ visit: timestrip.com

\
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Standards + Compliance
of Blood Temp10

- FDA 510 (K)
- CE
- 1SO 13485
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Advantages of Blood Temp 10

Small size (32mm x 19 mm)
Accurate result

No time consume process
Decrease argument

Good for quality control in blood

storage transportation
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Stirling

ULTRACOLD
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Low cost
Less energy
Safer sanmples

MODEL
SU/80XLE
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I MODEL
1 SUI05UE

Undercounter
Benchtop
Stackable Storage




Small
Lightweight
Portable Storage

MODEL
ULT25NEU
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Stirling Engines

F Heater
(Heat exchanger for p—
: Xpansion space
... (high temperature) | [ Change relative
proportions of working
[ Regenerator gas in high- and low-
(Heat exchanger for Displacer A,\temperature spaces
| accumulated heat) piston
i Act i
Cooler ed on by force of
(Heat exchanger for Compressionsoace | | WOrking gas expansion
X cooling) (Iovs? temPeratBre) and contraction
. (thereby generating
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Crankshaft
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