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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or IlI)

No. G1 077790 0060 Rev. 00

www.zlg.de

Product Service

Manufacturer: Covidien LLC
15 Hampshire Street
Mansfield MA 02048
USA

Product Category(ies): Oximetry and Capnography Monitor Systems
Temperature Monitor Systems, Patient Warming

Device Systems, Disposable Airway Management
Devices, Tracheal Tubes, Tracheostomy Tubes,
Speaking Valves, and Intubating Stylets, Ventilator
Systems and Patient Interface Circuit Systems,
EEG Monitoring Systems, Breathing Therapy and
Humidification, Heated Inspiratory Line
Humidifiers, Multi-patient Physiologic Monitoring
System and Data Analytics Software,
Gastrointestinal Measurement and Dilation System,
Electrosurgical Diathermy System Electrode.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 72145607
Valid from: 2020-06-29
Valid until: 2024-05-26

Date, 2020-06-29 C
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrae 65 » 80339 Munich + Germany



EC SERTIFIKATAS
Pilna kokybés uztikrinimo sistema

Direktyva 93/42/EEC Medicininiams prietaisams (MDD), Annex Il iSskyrus (4)
(ITa, IIb IIT klasés prietaisams)

Nr. G1 077790 0060 Rev. 00
Gamintojas: Covidien LLC
15 Hampshire Street
Manfield, MA 02048
JAV

Produkty

Kategorijos:  Oksimetrijos ir kapnografijos stebéjimo sistemos,
Temperatiiros stebéjimo sistema,
Paciento Sildymo prietaisy sistema,
Vienkartiniai kvépavimo taky prieziiiros prietaisai,
Endotraché¢jiniai vamzdeliai, tracheostominiai vamzdeliai,
Kalbé¢jimo voztuvai, stiletai intubacijos palengvinimui,
Ventiliatoriy sistemos ir paciento sasajos, EEG stebéjimo sistemos,
Kvépavimo terapija ir drékinimas, Sildomo jkvépiamo kontiiro drékintuvas,
Multifunkcinis fiziologiniy parametry stebéjimo sistema ir duomeny analizavimo programa,
Virskinamojo trakto veiklos jvertinimas (matavimai) ir iSplétimo sistemos,
Elektrochirurginiai diaterminés sistemos elektrodai.

Sertifikuojantis asmuo TUV SUD Product Service GmbH deklaruoja, kad auks§¢iau paminétas gamintojas
Atitinka kokybés uztikrinimo sistemg dizaino, gamybos ir galutinio inspektavimo srityje atitinkamiems
Prietaisams/prietaisy kategorijoms pagal MDD Annex II.

Si kokybeés uztikrinimo sistema atitinka $ios direktyvos reikalavimus ir yra periodinés patikros subjetas.
III klasés prietaisams papildomas Annex II (4) yra privalomas.

Pransimo nr. 72145607
Galioja nuo: 2020-06-29
Galioja iki: 2024-05-26
Data, 2020-06-29 Christoph Dicks

Sertifikato vadovas
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, IlIb or Il

No. G2 063105 0047 Rev. 00

zig.de

Product Service

Manufacturer: CA-MI S.R.L.
Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Facility(ies): CA-MISR.L.
Y( ) Via Ugo La Malfa, 13, Frazione Pilastro, 43013 Langhirano (PR),

ITALY

Product Aerosol Therapy Equipment, Kits for Aerosol Therapy,

. . Thermal Water Inhaler, Suction Unit, Surgical Suction
Category(les)' Equipment, Breast Pump, Kit Accessory for Electric
Breast Pump, Blood Pressure Monitor, Electronic
Thermometer, Infrared Ear Thermometer, Tens Device,
Pulse Oximeter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: ITA1319360
Valid from: 2019-10-01
Valid until: 2024-05-26

Date, 2019-10-01 / / )

Stefan Preil®
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafie 65 + 80339 Munich » Germany T



CE sertifikatas
Produkcijos kokybeés uztikrinimo sitemos
Pagal Medicinos Prietaisy Direktyvos 93/42EEC prieda II iSskyrus(4)

ITa, IIb ir III klasés prietaisams
Nr G2 063105 0047 Rev.00

Gamintojas CA-MI S.R.L.
Via Ugo La Malfa,31
Frazione Piliastro
43010 Langhirano (PR)

Italija
Padaliniai CA-MI S.R.L.
Via Ugo La Malfa,13 Frazione Piliastro, 43010
Langhirano (PR) ltalija
Produkto Aerozolinés terapijos prietaisai, priemonés

aerozolinei terapijai ir terminei vandens

inhaliacijai, Siurbliai, Chirurginé atsiurbimo jranga,
Kategorija Pientraukiai ir jy priedai, priemonés elektriniams

pientraukiams, Kraujo spaudimo matavimo jranga,

Elektroniniai termometrai, Infraraudonyjy spinduliy

ausies termometrai, TENS prietaisai, Pulsoksimerai.

Sertifikuojanti jstaiga TUV SUD Product Service GmbH deklaruoja, kad auks¢iau nurodytas gamintojas
yra jdieges iSvardinty gaminiy gamybos ir galutinés patikros kokybés uztikrinimo sistema pagal Medicinos
Prietaisy Direktyvos 93/42EEC prieda II. Si sistema atitinka minétos Direktyvos nuostatas ir yra
periodiskai tikrinima. III klasés produkty pateikimui j rinkg reikalingas papildomas sertifikatas pagal
Annex II (4) prieda. Tai pat zitrékite pastabas kitoje lapo puséje.

Prane$imo Nr: ITA 1319360

Galioja nuo: 2019-10-10

Galioja iki: 2024-05-26

Data 2019-01-01 Parasas

Stefan Preif3

TUV SUD Product Service GmbH yra Notifikuota [staiga pagal Medicinos Prietaisy Direktyvos 93/42EEC
reikalvimus, kurios identifikacinis numeris yra 0123





