CISQ is a member of

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts

C E RTI F I CATO N . 60 E 1 over 150 subsidiaries all over the globe.
CERTIFICATE N,  Y160.EV

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

EVERmed S.r.l.

VIA GALILEO GALILEI 2 - 46020 MOTTEGGIANA (MN)
UNITA' OPERATIVE / OPERATIVE UNITS

www.imgq.it

VIA GALILEO GALILEI 2 - 46020 MOTTEGGIANA (MN)
E' CONFORME ALLANORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione, commercializzazione e assistenza post vendita di apparecchi scientifici, frigoriferi, congelatori e
relativi accessori atti alla produzione di caldo e freddo per la conservazione di prodotti in ambito medicale,
scientifico ed industriale
Production, marketing and after sale service of scientific devices, refrigerators, freezers and accessories for the
production of warm and cold for the storage of products in the medical, scientific and industrial fields

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2015 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2011-10-26 2020-09-09 2023-10-23
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Membro degli Accordi di Mutuo La validita del certificato é subordinata a sorveglianza annuale e riesame completo CISQ is the Italian Federation of management
Riconoscimento EA IAF e ILAC

del Sistema di Gestione con periodicita triennale i " y
The validity of the certificate Is submilted to annual audit and a reassessment system Certification Bodies.
of the entire Management System within three years

Signatory of EA, IAF and ILAC
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

EVERmed S.r.l.
VIA GALILEO GALILEI 2 - 46020 MOTTEGGIANA (MN)

has implemented and maintains a
Quality Management System
for the following scope:

Production, marketing and after sale service of scientific devices, refrigerators, freezers
and accessories for the production of warm and cold for the storage of products in the

medical, scientific and industrial fields
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:

ISO 9001:2015

Issued on: 2020 - 09 - 09
Expires on: 2023 - 10 - 23

This attestation is direcly linked to the IQNet Partner's original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 79331

E— w | .
iNet~ g/ pf CisQ )ﬁo%@

Alex Stoichitoiu Ing. Mario Romersi

President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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CERTIFICATO N. y
CERTIFICATEN, 124.EVE2

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

EVERmed S.r.l.

VIA GALILEO GALILEI 2 - 46020 MOTTEGGIANA (MN)
UNITA' OPERATIVE / OPERATIVE UNITS

VIA GALILEO GALILEI 2 - 46020 MOTTEGGIANA (MN)
E' CONFORME ALLANORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016
PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e assistenza post vendita di dispositivi medici e relativi accessori atti alla produzione
di caldo e freddo per la conservazione di prodotti in ambito medicale
Production and after sale service of medical devices and accessories for the production
of warm and cold for the storage of products in the medical field

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2011-10-26 2020-09-09 2023-10-23

IMQ S.p.A.- VIA QUINTFEFANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago

FEDERAZIONE

cIs@

Www.cisq.com
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Organismo di Certiﬁcgzion_e Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.imq.it Certificazione dei sistemi di gestione aziendale.

REEREDIAD

SGQ N° 005 A

Membro degli Accordi di Mutu

La validita del certificato & subordinata a sorveglianza annuale e riesame completo
del Sistema di Gestione con periodicita triennale

The validity of the certificate is submitted to annual audit and a reassessment

of the entire Management System within three years

o
Riconoscimenta EA IAF e ILAC
Signatory of EA, IAF and ILAC

Mutual Recognition Agreements

CISQ is the Italian Federation of management
system Certification Bodies.



Mod. 4606/0

EC CERTIFICATE

Cerfificate No 1448/MDD

Product Quality Assurance System Approval Cerlificate

On the basis of our assessment carried out according to Annex VI, section 3 of the Directive $3/42/EEC
and its revised version, we hereby certify that:

EVERmed S.r.l.
46020 MOTTEGGIANA (MN) - VIA GALILEQ GALILEI 2 (ITA) - I[taly

manages in the factory of:

46020 MOTTEGGIANA (MN) - VIA GALILEO GALILEI 2 (ITA) - Italy

a gudality assurance system ensuring the conformity of the following products:
Blood bank refrigerators
Plasma storage freezer

series and type refs in the Annex

with relevant essential requirements of the aforementioned directive (as far as the final inspection is
concerned) and it is subject to surveillance as specified in section 4 of Annex V. For class llb devices, this
certificate is valid only with the relevant certificate of Annex Il
Reference to IMQ files Nos:
10AKQ007%; TOENOOOT 4; 10AC00093; DM16-0000521; DM 20-05530%9-01.

This Approval Cerlificate is issued by IMQ as Notified Body for the Directlive 93/42/EEC and its revised
version. Nolified Body nolified to European Commission under number: 0051.

Date: 2011-06-10 %g_\ g

Updated: 2020-09-09 Ciorel Fulvio
Substitution Date: 2016-06-09 IMQ PocuSign.
Expiry Date: 2024-05-24

IMQ S.p.A. | -20138 Milano

cerlification of Medical Devices - CE Marking - Diteclive 93/42/EEC", | Via Quintiliano 43 |
WWWLIM gLt

This Approval Cerlificate is subjected fo the provisions laid down in the “IMQ regulation for the




Mod. 4606/0

\IMQ EC CERTIFICATE

Cerfificate No 1448/MDD

Annex

Blood bank refrigerators

Series: BBR Type ref. BRR 110 W V xPRO; BBR 110 W H xPRQO; BBR 130 W xPRC; BBR 130 S xPRO; BRR 270 W
xPRO; BBR 270 S xPRQ; BBR 370 W xPRQO; BBR 370 S xPRO; BBR 440 W xPRO; BBR 440 S xPRO; BBR 530 W
XPRO; BBR 530 S xPRQ; BBR 625 W xPRQ; BBR 625 S xPRQO; BBR 925 W xPRO; BBR 925 S xPRO; BBR 1140 W
XPRQO; BBR 1160 S xPRC; BBR 1365 W xPRO; BBR 13465 S xPRO.
Trade mark EVERmed

Plasma storage freezer

Series: LDF Type ref. LDF 270 W; LDF 270 W xPRO; LDF 270 S; LDF 270 S xPRO; LDF 370 W; LDF 370 W xPRC;
LDF 370 S; LDF 370 S xPRO; LDF 440 W; LDF 440 W xPRO; LDF 440 S; LDF 440 S xPRO; LDF 530 W; LDF 530 W
xPRO; LDF 530 S; LDF 530 S xPRO; LDF 625 W; LDF 625 W xPRQO; LDF 625 S; LDF 625 S xPRO; LDF 225 W; LDF
925 W xPRO; LDF 925 S; LDF 925 5 xPRO; LDF 1160 W; LDF 1160 W xPRO; LDF 1160 S; LDF 1160 S xPRO; LDF
1365 W; LDF 1365 W xPRO; LDF 1365 S; LDF 1365 5 xPRO.
Trade mark EVERMED

Series: LF Type ref. LF 140 W; LF 140 W xPRO; LF 140 S; LF 140 S xPRO; LF 270 W; LF 270 W xPRO; LF 270 S; LF

270 S xPRO; LF 370 W; LF 370 W xPRO; LF 370 S; LF 370 S xPRQO; LF 440 W; LF 440 W xPRQO; LF 440 S; LF 440 S

XPRO; LF 530 W; LF 530 W xPRQO; LF 530 S; LF 530 S xPRQ; LF 625 W; LF 625 W xPRQ; LF 625 S; LF 625 S xPRO;

LF 925 W; LF 925 W xPRO; LF 925 S; LF 225 S xPRO; LF 1160 W; LF 1160 W xPRO; LF 1160 S; LF 1140 S xPRO; LF

1365 W; LF 1365 W xPRO; LF 1365 5; LF 1365 S xPRO; LF 2100 W; LF 2100 W xPRO; LF 2100 S; LF 2100 S xPRO.
Trade mark EVERMED

Series: LFG Type ref. LFG 530 W; LFG 530 W xPRO; LFG 530§; LFG 530 5 xPRO; LFG 625 W; LFG 625 W
XPRO; LFG 625 S; LFG 6255 xPRO; LFG 1160 W; LFG 1160 W xPRO; LFG 1160 S; LFG 1160 S xPRO; LFG 1365
W; LFG 13465 W xPRO; LFG 1365 S; LFG 1365 S xPRO.

Trade mark EVERMED

Series: PDF Type ref. PDF 270 W; PDF 270 W xPRO; PDF 270 S; PDF 270 S xPRO; PDF 370 W; PDF 370 W
XPRO; PDF 370 $; PDF 370 S xPRO; PDF 440 W; PDF 440 W xPRO; PDF 440 S; PDF 440 S xPRO; PDF 530 W;
PDF 530 W xPRO; PDF 530 S; PDF 530 S xPRO; PDF 625 W; PDF 625 W xPRO; PDF 625 S; PDF 625 S xPRO.
Trade mark EVERMED

Date: 2011-06-10
Updated: 2020-09-09 =5 g

——

Substitution Date: 201 6-06-09 "
ExpiDale 2024-05-26 SR

Do-cugifn

This is a translation of the ltalian text, which prevadils in case of doubts



EVERmMed

MEDICAL REFRIGERATION

WEDICVT KELKICEWYLION 33

LABORATORY GOMBINATION REFRIGERATORIFREEZER LGRF 1160

e Structure : upright type, realized in stainless steel
18/10 AISI 304 both in- and outside. The storage
compartment is divided vertically into 2 storage
@ compartments fully insulated and completely
independent between them, in the right door, the
refrigerator compartment, while at the left door, the
freezer. All the internal corners are rounded to make
easy any cleaning operations and the internal bottom
is tray type to contain spills
* Insulation : high density (40 Kg/m?®) foamed-in-place
polyurethane, with a thickness of 75 mm. CFC-free
* Feet : Nr 4 made in stainless steel 18/10 AISI 304,
adjustable in height for levelling
* Insulated door : Nr 2, hinged, side-by-side, all made
with the same material and insulation as the rest of
the structure (stainless steel 18/10 AISI 304 always
“ both in- and outside). Both the doors are provided
} with a removable magnetic rubber gasket in order to
grant a perfect hermetic closing. The handles are
flush-fitting type so they do not increase the size of
the refrigerator. Both the doors are also fitted with a
spring loaded automatic closing device for openings
inferior 90° and with special door switches that stop
the internal ventilation at the door opening (to limit
the air cold loss) and light the internal lighting at
every opening
* Internal equipment : Nr 6, (3 for each door), storage
open wire shelves realized sheet steel with a strong
plastic coating (rust-proof material). The shelves are
mounted on special anti-tilt stainless steel slides that
allow the shelf extraction and they can be easily
removed and adjusted in height without the use of
any tool. The special internal racking-system allows a
great flexibility of the internal fitting with the possibility
of interchange and combine both shelves and

drawers (drawers optionally available)
* Shelf dimensions (W x D cm) : 53 x 55
* Shelf loading capability (Kg) : 35 (with uniformly stored material)
* Internal lighting : Nr 2 bulbs, one for each door, both mounted in the bottom part of the control panel, with automatic
activation both at every door opening and even through a touchpad on the control panel
* Control panels : Nr 2, one for each compartment, both located in the top part of the structure (above the door). The
control panels are both microprocessor operating with 6 soft-touchpads and LED display, allowing the control of all the
functions and working status of the appliance (including alarms). The main functions of the control panels are :
* LED display, with bright indication, red colour, of the actual internal temperature and enlightened icons in green
colour indicating the appliance working status (compressor functioning, defrosting, fan running, etc.)
* Digital temperature adjusting and displaying with an accuracy of 0,1°C
* Keyboard buttons with locking protection, manually activable, to avoid tampering from unauthorized persons
* Visual and acoustic alarm signalling (with automatic resetting) for:
high and low temperature with limits programmable from the user
door ajar, delayed to allow the standard operations
power failure (at the return of the mains supply)
anti-freezing evaporator
- sensors failure
» Muting facilities for the acoustic alarms with maintaining of the visual indication of the alarm condition

EVERmed Srl Via Galileo Galilei 2, 46020 Motteggiana (MN) - ITALY
Tel.: +39 0376 550828 - Fax: +39 0376 550831
E-mail: evermed@evermed.it - Http: www.evermed.it
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EVERmMed

MEDICAL REFRIGERATION

WEDICVYT KELKICEKYLIOW \)\;{k

LABORATORY GOMBINATION REFRIGERATORIFREEZER LGRF 1160

* Alarms memory for the last 10 alarm conditions, with the possibility of checking from the display, the sort of alarm,
when the alarm is started, when it is ended and which is the highest or lowest peak reached from the temperature
(where applicable)

* Ntc type sensors for a high accuracy of the temperature control

* NO/NC contact to remote the alarm signals

e Cooling unit : Nr 2, one for each compartment, both top mounted, completely independent between them. Each
condensing unit is compounded by Nr 1 hermetic compressors and Nr 1 finned condenser, air cooled through a fan.

Also, in the ceiling of each storage chamber, is mounted the finned evaporator with copper pipes, that is housed into a

stainless steel cover that incorporate the fan. All the mounted components are industrial grade to grant the maximum

reliability
* Refrigerant : R404a CFC-free
* Refrigeration (both compartments) : forced-air, through a fan, granting the maximum temperature uniformity and
stability inside of the cabinet
* Defrosting (both compartments) : completely automatic, thermostat controlled. The condensate water is
automatically channelled into an heated tray, located under cabinet, for the automatic evaporation of the condensate
water
* Temperature range : REFRIGERATOR COMP. : adjustable between 0°C / +15°C
: FREEZER COMP. : adjustable between -5°C / -25°C
* Voltage (V/ph/Hz) : 220-230/1/50
* Plug : Schuko type (Nr 2, one for each compartment)
* Breakers : Nr 4 glass cartridge fuses with a rating of 10A and 16A, at protection of the appliance
* Noise level (dB(A)) : <52
* Gross capacity (litres) : REFRIGERATOR COMP. : 600
: FREEZER COMP. : 600
* Net capacity (litres) : REFRIGERATOR COMP. : 530
: FREEZER COMP. : 530
* Dimensions (Wx D xHcm): 150 x 70 x 210
* Net weight (Kg) : 245
* Packed dimensions (W x D x H cm) : 158 x 98 x 224 (3,47 m?3)
* Gross weight (Kg) : 275

EVERmed Srl Via Galileo Galilei 2, 46020 Motteggiana (MN) - ITALY
Tel.: +39 0376 550828 - Fax: +39 0376 550831
E-mail: evermed@evermed.it - Http: www.evermed.it
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SCHEDA TECNICA - TECHNICAL SHEET -

EVERmMed

MEDICAL REFRIGERATION

WEDICVT KEEKICEKYLIOW %

LABORATORY GOMBINATION REFRIGERATORIFREEZER LGRF 1160

ACCESSORIES AVAILABLE:

Extra wire shelf

Wire basket @

Plastic partitions for drawers

Kit of castors %
<

Temperature chart recorder

Internal electrical socket <«-|] -
" —
GSM/GPRS telephone dialer §Z4OV /60 Hz

Wooden crate packing

Extra stainless steel wire shelf

Stainless steel drawer

Front top for drawers

Safety door lock with key

Electronic temperature printer

Cable port with cover

Different voltage

{3

* The declared performances are referred at +32°C ambient temperature, relative humidity of 70% and without any internal thermal mass (empty

cabinet).

* Should it be necessary or useful without undermining any model essential features, technical and stylistic characteristics are subject to be changed

without manufacturer’s previous notice.

EVERmed Srl Via Galileo Galilei 2, 46020 Motteggiana (MN) - ITALY
Tel.: +39 0376 550828 - Fax: +39 0376 550831
E-mail: evermed@evermed.it - Http: www.evermed.it
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