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ZERTIFIKAT & CERTIFICATE ¢

America

CERTIFICATE

No. U8 058067 0079 Rev. 00

Holder of Certificate: Hamilton Medical AG

Via Crusch 8
7402 Bonaduz
SWITZERLAND Digitally signed by Ceaicovschi Tudor
Date: 2021.06.25 11:27:58 EEST
. Reason: MoldSign Signature
Production 102325 Location: Moldova

Facility(ies):
Certification Mark:

Product: Humidifiers for medical use
Model(s): HAMILTON-H900
Parameters: Rated Input Voltage: Ref.:950004 110-127 VAC
Rated Frequency: 50/60 Hz
Rated Input Power: 293 VA
Protection against
ingress of water: P21
Protection Class: |
Applied Part Type: BF
Remarks:

The certificate is valid for USA and Canada.
Other countries might have other requirements,
which were not part of this certification.

Tested CAN/CSA-22.2 No. 60601-1:14

. ANSI/AAMI ES60601-1:2005/(R)2012
according to:
The product was voluntarily tested according to the relevant safety requirements noted above. It can
be marked with the certification mark above. The mark must not be altered in any way. This product
certification system operated by TUV SUD America Inc. most closely resembles system 3 as defined
in ISO/IEC 17067. Certification is based on the TUV SUD "Testing and Certification Regulations".
TUV SUD America Inc. is an OSHA recognized NRTL and a Standards Council of Canada accredited

certification body.

Test report no.: 713145152 @
2019-01-10

Date,
( Paul Bielawski )
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Zertifiziervertrag

Grundlage fir die Zertifikatserteilung ist die Pruf-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils glltige Fassung der
Praf- und Zertifizierordnung an (www.tuev-
sued.de/ps_regutations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Gliltigkeit

des Zertifikates:

o Glltigkeit der zitierten normativen
Prafgrundlage(n) ist gegeben

und zusatzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Prifzeichens bzw. bei

Zertifikaten fur QM-Systeme:

« Voraussetzungen fir vorschriftsmaBige
Fertigung werden eingehalten.

¢ Die Fertigungs- bzw. Betriebsstatten werden
regelmaBig Gberwacht.

Certification contract

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

« Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

o Conditions for an adequate manufacturing are
maintained

o Regular surveillance of the facility is performed
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Contrato de certificagao

A certificaca@o se baseia nos Regulamentos de
Testes e Certificagdo do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificagcdo do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificacéo
de Produtos e Servigos TUV SUD.

Requisitos para a validade do certificado (em

principio):

e Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificagéo e para certificados

de SG:

¢ Condi¢cdes de fabricagao adequada estao
mantidas.

¢ Auditoria de monitoracao realizada
regularmente.
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