D DEKRA

EC CERTIFICATE

Number: 66692CE01

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex Il excluding (4)
(Devices in Class lla, llb or NI

i
; I-"lH-|| |
J

Manufacturer: AR
Cincinnati Sub-Zero Products, LLC A
12011 Mosteller Road - il i )
Cincinnati, OH 45241 ok ( -'ZI'

USA
For the product category(jes):

Electromedical Devices for Convective Air The : (! j : H
DEKRA grants the right to use the EC Notified Bod : any 111
the CE Marking of Conformity on the products con g i
Documentation and meeting the provi: ge gg o] .’f'/ ; ; j f f
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Certification Notice 66692CN, initi‘al!ﬁ’dgtqﬂfm%fjﬁ?‘)fﬁj, ,{‘;{,f _
Addendum, iniially dated June 3, 2003 /1)) //’; 77
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DEKRA hereby declares that the above mention ';ﬁa’gfufa chire ,fﬂ
Hulpmiddelen', the Dutch transposition of the Gouncil Diréctive 937 2
devices, including all subsequent.-arﬁendments.:The"fﬁal_jlﬁfactu’[:ér'}la ifnpler

design, manufacture and final inspection for the abwe’méﬁtlg’néﬁv}#; ot £ate
subjett to'pe

Annex Il of Council Directive 93/42/EEC of June. 14, 1993 an
market of Class Ill devices an additional EC de‘sig'n examinatiol
The necessary information related to the quality management syste
reference to the relevant documentation of the products concerned anc
Certification Notice, which forms an integrative part of this certificate.

7 4

This certificate is valid untii December 1, 2018 Iy AL YA
Issued for the first time: June 5, 1997 PN
Revised: May 10, 2016
DEKRA Certification B.V.
Vi

e
drs. G.J. Zosetbrood ing. A.AM. Laan
Managing Director Certification Manager

@ Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1 051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T +3188 96 83000 F +31 88 96 83100 www.dekra-cerfification.com Company registration 09085396



D DEKRA

ADDENDUM

Belonging to certificate: 66692CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Electromedical Devices for Convective Air Therapy

Issued to:

Cincinnati Sub-Zero Products, LLC _
12011 Mosteller Road
Cincinnati, OH 45241

USA

This certificate covers the following product(é)'
/') ¥ " \/

WarmAir Units (Class lib)

Initial date: June 3, 2003

Frlofe

DEKRA Certification B.V.

" ¢
A
A
drs. G.J. Zoetbrood ing. A.AM. Laan
Managing Director Certification Manager

@ Integral publication of this certificate and adjoining reports Is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Ceriification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T+31 88 96 B3000 F +31 88 96 83100 www.dekra-certification.com Company registration 08085396



p DEKRA

EC CERTIFICATE

Number: 66692CEQ2

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex Il excluding (4)
(Devices in Ciass lia, llb or Ill)

Manufacturer:

Cincinnati Sub-Zero Products, LLC

12011 Mosteller Road
Cincinnati, OH 45241
USA

For the product category(jes):
Electromedical Devices for Water-Based
DEKRA grants the right to use the ECN

the CE Marking of Conformity on the |
Documentation and meeting the prow,s 7

0344 //
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Certification Notice GGSSZCN imtlallg*’datéd
Addendum, initially dated June 3, 2003

DEKRA hereby declares that the above meﬁtloned
Hulpmiddelen', the Dutch transposition of the Council
devices, including all subsequent amendments. The ria ,actu’ré,r‘has jq;p
design, manufacture and final inspection for the above mentlan [
Annex I of Council Directive 93/42/EEC of June 14, 1993 an
market of Class lll devices an additional EC design examina cértjﬁca' ceor

The necessary information related to the quality management. systern of the man
reference to the relevant documentation of the products concemed and the assess|
Certification Notice, which forms an integrative part of this certlﬁcate ; il

This certificate is valid unfil. December 1, 2018
lesued for the first time: February 20, 1998

Revised: May 10, 2016
DEKRA Certification B.V.
d
% &
drs. G.J. Zoetbrood ing. AAM. Laan
Managing Director Certification Manager

© integral publication of this certificate and adjoning reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification -com Company registrafion 09085396



D DEKRA

ADDENDUM

Belonging to certificate: 66692CE02

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Issued to:

Cincinnati Sub-Zero Products, LLC 7
12011 Mosteller Road s i
Cincinnati, OH 45241 7% W
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DEKRA Certification B.V.
L
e
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#
: /i

drs. G.J. Zoetbrood ing. A.AM. Laan
Managing Director Certification Manager

© Integral pubiicatlon of this certificate and adjoming reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration (9085396



D DEKRA

EC CERTIFICATE

Number: 66692CE03

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex |l excluding (4)
{Devices in Class lla, lIb or IIl)

Manufacturer;

Cincinnati Sub-Zero Products, LLC - -
12011 Mosteller Road ! FITH e
Cincinnati, OH 45241

USA

For the product category(ies):

Air Hyper/Hypothermia Blankets

DEKRA grants the right to use the EC No!
the CE Marking of Conformity on the pro:
Documentation and meeting the provis

s 7
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DEKRA hereby declares that the above mentioned w relelantp
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Hulpmiddelen', the Dutch transposition of the Council Directive
devices, including all subsequent amendments. The manufacturer h
design, manufacture and final inspection for the above mantion:
Annex Il of Council Directive 93/42/EEC of June 14, 1993 an
market of Class lll devices an additionai EC design examination certifi
The necessary information related to the quality managemient systern o
reference to the relevant documentation of the products concemed and the

Certification Notice, which forms an integrative part of this cerﬁﬂcate;'__'f 4 '

This cerfificate is valid untii December 1, 2018
Issued for the first time: May 20, 1998

Revised: May 10, 2018
DEKRA Certification B.V.
. ,/J
7"
P
drs. G.J. Zoetbrood ing. A,A.M. Laan
Managing Director Certification Manager

@ Integral publication of this certificate and adjoming reports is allowed
DEKRA Certification B.V. is Nofrfied Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 M\ Amhem P.C. Box 5185, 6802 ED Amhem, The Netherlands
T+31 88 96 83000 F +31 88 9h 83100 www.dekra-cerfification.com Company registration 09085396



D DEKRA

ADDENDUM

Belonging to certificate; 66692CE03

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Air Hyper/Hypothermia Blankets

Issued to:

Cincinnati Sub-Zero Products, LLC
12011 Mosteller Road S5
Cincinnati, OH 45241 e
USA
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DEKRA Certification B.V.
///
A
drs. G.J. Zoetbrood ing. ALAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notfied Body with ID no 0344

DEKRA Certification B.V. Meandes 1051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085366



D DEKRA

EC CERTIFICATE

Number: 66692CE04

Fuli Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex I excluding (4)
(Devices in Class lla, IIb or lil)

Manufacturer: d o i
Cincinnati Sub-Zero Products, LLC A
12011 Mosteller Road A rl'l',‘f,;r}.' -
Cincinnati, OH 45241 i ',-*,}K, Qe |
USA HEE i
<A
For the product category(ies): /8 1

Water Hyper/Hypothermia Blankets 7

DEKRA grants the right to use the EC Notified Bodyden et
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Addendum, initially dated June 3; N,
Py ";&"’.‘,'-‘/i/:/// ":,! /7o ,"'l'/ F

levant provjsions oF ‘Bestuil Medische it

E ‘¢$Juﬁe 14,1993 concarming Medical

DEKRA hereby declares that the above mentioned fh’;agqffa‘t 'yﬂév’%
Hulpmiddelen', the Dutch transposition of the Coungil | jr'gcgt?efﬁﬁ ;
devices, including all subsequent amendments. The ;ﬁén_ﬁfaé}q er has implemented a quality assurance systemfor’
design, manufacture and final inspection for the: abbvéingﬂﬁoﬁgd,ﬁr&;éuéf ategory n accordance to the provisions of -
Annex i) of Council Directive 93/42/EEC of June 14. 1993 and.is _s'y'bieg-:l'lé;a

This certificate is valid untili December 1, 2018
Issued for the first time: May 20, 1998

Revised: May 10, 2016
DEKRA Ceriification B.V.,
7
pad
P
drs. G.J. Zoetbrood ing. A.AA.M. Laan
Managing Director Certification Manager

@ Integral publication of this certificate and adioining reports is allowed
DEKRA Ceriification B.V. is Notified Body with [D no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Amhem P.Q. Box 5185, 6802 ED Armhem, The Netherlands
T +31 88 96 83000 F +21 88 96 83100 www.dekra-certification.com Company registration 08085396



B DEKRA

Digitally signed
by Poiata
Vitalie

Date:
2025.12.29
16:22:32 EET
Reason:
MoldSign
Signature
Location:
Moldova

MOLDOVA

EUROPEANA

ADDENDUM \

Belonging to certificate: 66692CED4

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Water Hyper/Hypothermia Blankets

Issued to:

Cincinnati Sub-Zero Products
12011 Mosteller Road
Cincinnati, OH 45241
USA
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This certificate covers the fallowing produet(s), T, 7 ) ;’ﬁ )
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DEKRA Certification B.V.
4
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sl
drs. G.J. Zoetbrood ing. A.LAM. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoming reports is allowed
DEKRA Certification B V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meandet 1051, 6225 MJ Amhem P.O. Box 5185, 6802 ED Amhem, The Nstheriands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-cerfification.com Company registration 09085395
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