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Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualita della
Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out, the
Production Quality Assurance System of the Organization.

GIMA S.p.A.

Sede Operativa / Operational Headquarter:
Via Marconi, 1
20060 Gessate, MI - Italia

Sede Legale / Registered Headquarter
Via Tommaso Grossi, 2
20121 Milano, Ml - ltalia

e conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed integrazioni,
Allegato V, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche ed integrazioni per
le seguenti tipologie di Dispositivi Medici / /s in compliance with the applicable requirements of
93/42/EEC Directive as amended, Annex V, transposed in ltaly by Dlgs. 46 of 1997/02/24 as
amended for the following Medical Devices.

Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT devices
Dispositivi per aerosolterapia / Aerosol therapy devices

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Dispositivi per terapia termica / Thermic therapy devices

Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Digitally signed by Vidiborschii Vladimir Il
Date: 2022.09.15 15:19:37 EEST I
Reason: MoldSign Signature
Location: Moldova

Rif. rapporto di audit/ Ref. audit report: del/dated 1-2/3/2021

Chief Operating Officer
Giampiero Belcredi

Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. N /
Reg. Numbor MED 26036
Primo rilascio / 2006-10-25

First issue date

Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Tipologia / Medical Devices:

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1104

Marca / Brandname.

PLUS
Modello / Model:

Aspiratori chirurgici / Surgical aspirators
Codici / Codes:

Tipologia / Medical Devices.

devices
Classe di rischio / Risk class:

maintenance of sterile conditions
Codice NANDO / NANDO codes.

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Kit ORL sterile / Sterile ENT kit
Codici / Codes:
31456

CERTIFICATE

Modello / Model:

Kit pap test / Pap smear kit
Kiwa Cermet Italia S.p.A. Codici / Codes:
Societa con socio unico, soggetta 29704
all’attivita di direzione e coordinamento
di Kiwa ltalia Holding S.r.l.
Via Cadriano, 23
40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
Fex 1 39.051.763.352 Giampiero Belcredi

E-mail: info @kiwacermet.it

www.kiwacermet.it
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-
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Revisione /
Revision

Valido da /
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

23
2021-05-24

2021-05-24
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Dispositivi attivi per l'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices

VEGA / SUPER VEGA / TOBI / SUPER TOBI / TOBI CLINIC / TOBI HOSPITAL / CLINIC PLUS / HOSPI

28220 ; 28216 ; 28209 ; 28214 ; 28210 ; 28232 ; 28211 ; 28202 ; 28212 ; 28233 ; 28243 ; 28234 ; 28222 ; 28194 ; 28224;
28196 ; 28208 ; 28198 ; 28190 ; 28200 ; 28191 ; 28192 ; 28201 ; 28231 28203 ; 28215 ; 28204 ; 28193 ; 28183 ; 28182

Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects concerned the

Organismo Notificato n. 0476

Notified Body nr. 0476



CERTIFICATE
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT
devices

Modello / Model:

Spatula cervicale monouso sterile in plastica o legno / Disposable sterile plastic or wooden cervical spatula
Codici / Codes:

29745 ; 29748-29749

Modello / Model:

Speculum vaginale monouso sterile perno centrale - mix / Disposable sterile vaginal speculum central pin - mix
Codici / Codes:

29991

Modello / Model:

Speculum vaginale monouso sterile perno centrale - piccolo, medio, grande / Disposable sterile vaginal
speculum central pin - small, medium, large
Codici / Codes:

29946 ; 29947 ; 29948

Modello / Model:

Speculum vaginale monouso sterile tache - mix / Disposable sterile vaginal speculum tache - mix
Codici / Codes:

29987

Modello / Model:

Speculum vaginale monouso sterile vite centrale - mix / Disposable sterile vaginal speculum middle screw -
mix

Codici / Codes:

29995

Modello / Model:

Speculum vaginale monouso sterile vite laterale - mix / Disposable sterile vaginal speculum side screw - mix
Codici / Codes:

29986

Chief Operating Officer
Giampiero Belcredi

Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. N /
Reg. Numbor MED 26036
Primo rilascio / 2006-10-25

First issue date

Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Tipologia / Medical Devices:

devices
Modello / Model:

speculum side screw - small, medium, large
Codici / Codes:

29983; 29984 ; 29985 ; 29976; 29977, 29978

Modello / Model:

Codici / Codes:
29753

Marca / Brandname.
Gimabrush Ball / Gimabrush / Gima Collector
Modello / Model:

Codici / Codes:
29735 ;29736 ; 29737

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Proctoscopio adulti / Adult proctoscope
Codici / Codes:

25957

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa ltalia Holding S.r.l.
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Revisione /
Revision
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Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tampone di trasport in plastica sterile / Sterile plastic transport swab

Spazzolini cervicali monouso sterile / Sterile disposable cervical brushes

23
2021-05-24

2021-05-24
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Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT

Speculum vaginale monouso sterile vite laterale (piccolo, medio, grande) / Disposable sterile vaginal
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per aerosolterapia / Aerosol therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

MD 1102

Modello / Model:

Aerosol a pistone adulti e bambini / Adult and Kids compressor nebulizers
Codici / Codes:

28091 ; 28092

Marca / Brandname:

EOLO / CORSIA

Modello / Model:

Aerosol professionale a pistone / Professional compressor nebulizers
Codici / Codes:

28097; 28105

Marca / Brandname:
MISTRAL
Modello / Model:

Aerosol professionale a pistone per uso domiciliare / Professional compressor nebulizers for home healthcare
environment
Codici / Codes:

28102

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa ltalia Holding S.r.l.
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Reg. N /
Reg. Number MED 26036
Primo rilascio / 2006-10-25
First issue date
Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Tipologia / Medical Devices:

Classe di rischio / Risk class:

metrological requirements
Codice NANDO / NANDO codes:

MD 0104

Marca / Brandname:

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers
Codici / Codes:

Marca / Brandname:

SIRIO

Modello / Model:

Manometro Aneroide / Aneroid manometer
Codici / Codes:

32904

Marca / Brandname:

YTON

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers
Codici / Codes:

32720; 32703; 32693; 32701

CERTIFICATE

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes.
MD 1302, MDS 7010

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa ltalia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

Chief Operating Officer
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Revisione / 23

Revision
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Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the

BOSTON / DALLAS / GIMATONO / LONDON / ROMA / TOKIO / TECNICO PROFEXIONAL / DAYTON

32731 ; 32747; 32749 ; 32719 ; 32725; 32726 ; 32709; 32727; 32728; 32738; 32734 ; 32693/10965 ; 32735 ; 32745

Organismo Notificato n. 0476
Notified Body nr. 0476
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Reg. N /
Reg. Numbor MED 26036
Primo rilascio / 2006-10-25

First issue date

Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/

Technical sheet enclosed to the Certificate

kiwa

Revisione /
Revision

Valido da /
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:

23
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2021-05-24
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Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Modello / Model:

Sfigmomanometri Digitali DA POLSO / DA BRACCIO / Digital SphygmomanometersWRIST / ARM

Codici / Codes:
32926 ; 32924; 32924 SC

Modello / Model:

Sfigmomanometri Digitali SENZA MERCURIO / Digital Sphygmomanometers WITHOUT MERCURY

Codici / Codes:
32800; 32801

Marca / Brandname:
DOMINO

Modello / Model:

Sfigmomanometri Digitali / Digital Sphygmomanometers
Cadici / Codes:

32803; 32804

Tipologia / Medical Devices.

Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes.
MD 1302, MD 0104, MDS 7010
Modello / Model:

Pulsoximetri / Pulse oximeters
Codici / Codes:

34266; 34282; 34285, 34285-10997, 34340; 34342; 34265; 35091; 35092; 35093; 35095; 35090 ; 35100

Chief Operating Officer
Giampiero Belcredi
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Notified Body nr. 0476



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta
all’attivita di direzione e coordinamento

di Kiwa ltalia Holding S.r.l.

40057 Granarolo dell’Emilia (BO)
Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=

-

kiwa

ey, Nombor. MED 26036 Revisone / 23

Al Bl -10- Valido da / 05
Al 2006-10-25 e 2021-05-24
Scad / -05- Ulti difica / -05-
2024-05-26 Do 2021-05-24

Pagina / Page 8di/of 12

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

MD 1302, MD 0104, MDS 7010

Marca / Brandname:

DIGIT / DIGIT KIDS FARMAMED

Modello / Model:

NUB -Termometri clinici digitali / Digital clinical thermometers
Codici / Codes:

10980

Marca / Brandname.
FARMAMED / LINEA F / CARREFOUR / GS /PBpharma / 36.2 T&B / SUCCHIOTTO °C / BASALE / GIMA
Modello / Model:

Termometri clinici digitali classici e flessibili / Digital clinical thermometers classic and flexible
Codici / Codes:

25560; 305026-10945; 25561; 25560-10907; 305027-10946 ; 25608

Marca / Brandname.
FARMAMED / LINEA F / GIMA
Modello / Model:

WATERPROOF- Termometri clinici digitali / Digital clinical thermometers
Codici / Codes:

25563 ; 25562
Marca / Brandname.:

PBpharma /GIMA
Modello / Model:

Termometri clinici digitali auricolari e frontali multifunzione / Digital clinical ear and ahaed multifunction
thermometers
Codici / Codes:

25580 ; 25585

Chief Operating Officer
Giampiero Belcredi

Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 1301, MD 0104
Modello / Model:

Altimetro - Plicometro - Metro per neonati / Height meter - Skinfold caliper - Baby measuring meter
Codici / Codes:

27335 ; 27344; 27331

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Cannule di Guedel sterili / Sterile Guedel airways
Codici / Codes:

34431, 34432, 34433, 34434, 34435, 34436, 34437, 34438; 34383; 34439

Modello / Model:

Maschere in silicone autoclavabili / Maschere autoclavabili in silicone GIMA PLUS / Silicone autoclavable face
masks / Silicone autoclavable face masks GIMA PLUS
Codici / Codes:

34220, 34221, 34222, 34223, 34224, 34225 ; 34252, 34253, 34254, 34255; 34250

CERTIFICATE

Modello / Model:

Kiwa/Carmetlialia S.p.A. Maschere laringee riutilizzabili / Reusable laryngeal airway masks
Societa con socio unico, soggetta . .

all’attivita di direzione e coordinamento Codici / Codes:

di Kiwa ltalia Holding S.r.l. 34424; 34425, 34426, 34427, 34428, 34429

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
Fex 1 39.051.763.352 Giampiero Belcredi

E-mail: info @kiwacermet.it

www.kiwacermet.it
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Notified Body nr. 0476



Reg. N /
Reg. Number MED 26036
Primo rilascio / 2006-10-25
First issue date
Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Tipologia / Medical Devices:
Modello / Model:

resuscitators kit
Codici / Codes:

34245, 34246, 34247; 34248, 34277, 34249 ; 34244

Modello / Model:

Codici / Codes:
34257; 34258; 34275; 34279

Modello / Model:

valve and intake valve
Codici / Codes:

34227 ; 34228 ; 34259 ; 34256

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1403

Modello / Model:

Ghiaccio istantaneo TNT / PE / TNT / PE instant ice cold pack
Codici / Codes:

34110 ; 34111

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
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Revisione /
Revision
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Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Reservoir monouso (sacche ossigeno) e valvola / Oxygen reservoir and valve

23
2021-05-24

2021-05-24
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Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Palloni rianimatori in silicone / Kit Palloni rianimatori in silicone adulti / Silicone resuscitators / Adult silicone

Valvola PEEP e adattatore / Valvola antireflusso e posteriore / Peep valve and adapter / Non-rebreathing
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Radiation

Modello / Model:

Kit per rimozione sutura / kit procedurale sutura / Suture removal pack / Suture procedure pack
Codici / Codes:

38950 ; 38951

Tipologia / Medical Devices.
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Classe di rischio / Risk class:

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects concerned the
maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Radiation
Modello / Model:

Forbici per bende di Lister / Forbici chirurgiche standard / Lister bandage scissors / Standard surgical scissors
Codici / Codes:

388xx

Modello / Model:

Pinza di Magill / Pinza di Hartmann per orecchio / Magill forceps / Hartmann ear forceps
Codici / Codes:

388xx

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Radiation

Chief Operating Officer
Giampiero Belcredi
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Modello / Model:

Forbici di Mayo / Forbici di Metzenbaum / Forbici Iris / Forbice ombelicale / Forbice per chirurgia orecchio di
Bellucci/ Pinze per medicazione standard / Pinze di Hunter-Splinter / Pinze emostatiche di Adson / Pinze
emostatiche Halstead-Mosquito / Pinza per dissezione Mcindoe / Pinze di Pean / Pinza di Spencer-Wells /
Pinza portatamponi di Foerster / Portaghi di Hegar- Mayo / Portaghi di Crile-Wood / Mayo scissors /
Metzenbaum scissors / Iris scissors / Umbilical scissors / Bellucci ear scissors / Standard dressing forceps /
Hunter-Splinter forceps/ Adson haemostatic forceps/ Halstead-Mosquito dissection forceps / Mclindoe
dissection forceps/ Pean forceps / Spencer-Wells forceps/ Foerster polypus forceps/ Hegar-Mayo needle
holder / Crile-Wood needle holder

Codici / Codes:

388xx ; 389xx

La lista completa dei codici, relativi ai modelli certificati, & disponibile presso Kiwa Cermet ltalia./ The complete list of the codes
related to the certificated models is available at Kiwa Cermet ltalia. 1| presente Certificato € soggetto al rispetto dei requisiti
contrattuali di Kiwa Cermet Italia ed € valido solo per le tipologie di dispositivi sopra identificate soggette a sorveglianza/ This
Certificate is subject to Kiwa Cermet ltalia regulations and it is valid only for the above mentioned Medical Devices that are subject to
survey. L’allegato tecnico & parte integrante del presente Certificato./ The technical sheet is an integrating part of this Certificate.

Chief Operating Officer
Giampiero Belcredi

Organismo Notificato n. 0476
Notified Body nr. 0476
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ZERTIFIKAT © CERTIFICATE ¢

EC Certificate Product Service

Production Quality Assurance

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or Ill)

No. G211 08 63105 024

Manufacturer: CA-MI S.R.L.
Via Ugo La Malfa 13
43010 Pilastro (PR)

ITALY
Product Suction unit,
Category(ies): Surgical suction equipments

and Breast pump

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 Ill devices an additional Annex IlI certificate is
mandatory. See also notes overleaf.

Report No.: ITA 20474218
Valid from: 2011-10-28
Valid until: 2014-12-01

#-&

Date, 2011-10-31
Hans-Heiner Junker

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

Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany Tav
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ZERTIFIKAT @ CERTIFICATE ¢

EC Certificate

Production Quality Assurance

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or Ill)

No. G211 08 63105 024

Facility(ies): CA-MISR.L.
Via Ugo La Malfa 13, 43010 Pilastro (PR), ITALY

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen

Product Service

oy g ®
- Germany TOV
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ZERTIFIKAT ¢ CERTIFICATE

A

‘AR

A

Yc W< . Benannt durch/Designated by

~Ar < Zentralstelte der Lander
AL A fur Gesundheitsschutz
W === /\;( bei Arzneimittein und £
w w Medizinprodukten g

e W ZLG-BS-244.10.08

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
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ZERTIFIKAT ¢ CERTIFICATE

A

‘AR

A

Yc W< . Benannt durch/Designated by

~Ar < Zentralstelte der Lander
AL A fur Gesundheitsschutz
W === /\;( bei Arzneimittein und £
w w Medizinprodukten g

e W ZLG-BS-244.10.08

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



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www Kiwa.it

C=RM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 201 2‘1 0'1 5 2020'05‘06

Last change date

Valid until 2021-10-14

Previous expiry date

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following
products/services:

Management of design and manufacturing, trade, packaging and assistance of:
medical devices (DM), in vitro-diagnostic medical devices (IVD), accessories

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( M) Italia

ACCREDIA X

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Production Quality Assurance
No. 19 0248 QS/NB

The quality system of manufacturer

Wuxi Medical Instrument Factory Co., Ltd.

No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
Jiangsu 214194 China

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
for the following product category(ies):

Mercury free clinical thermometer

The Notified Body No. 1023 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. The Notified
Body has audited this system with limitation to those aspects of manufacture concerned
with the conformity of the devices with metrological requirements. This part of quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance.

Valid from: 2021-03-23
Valid until: 2024-05-21
First Issued: 2019-05-22
Revision: a

Magr. Jifi Hed
Representative of the Notified Body No. 1023

Date: 2021-03-23

Page 1/
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 289, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0248 QS/NB

issued for manufacturer:

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
Jiangsu 214194 China

Product(s):

Name: Mercury free clinical thermometer

Trade name(s): AIESI; APTEO; EUROSIREL; EVOLU; FarmaMed;
FLAEM; GIMA; ia; Lamotherm; Med+s; Sanitec;
Tecnico; UNIFAMILY

Model(s): CR.WO00

Class: Im

GMDN: 34343

Facility(ies):

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City, Jiangsu 214194 China

ol

Date: 2021-03-23 Mgr. Jifi Hes
Revision: a Representative of the Notified Body No. 1023

Page 1/2
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 19 0248 QS/NB

issued for manufacturer:

Wuxi Medical Instrument Factory Co., Ltd.
No. 43 Xixin Road, Zhangjing, Xibei Town, Wuxi City,

Jiangsu 214194 China
Certificate History:
Revision Date Reference Action
Number

2019-05-22 | 803602800 | Certification

a 2021-03-23 803602897 | Adding new brand names

Date: 2021-03-23 Mgr. Jifi He$
Revision: a Representative of the Notified Body No. 1023

Page 2/2
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kiwa¥
EC Certificate

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-1l Section 3

Certificate Number: 1984-MDD-18-535
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the
national legislation to which the undersigned is subjected, transposing annex Il
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices.
We certify that the full quality assurance system conforms with the relevant
provisions of the aforementioned directive.

Organization:

INSPITAL MEDIKAL TEKNOLOJi ANONiIM SiRKETI

Karaoglan Mahallesi Karaoglan Kiime Evleri No:745 G&lbasi/ Ankara, Turkey

Products: Flowmeters, Anaesthetic Gas Scavenging (AGSS) System, Area Gas
Control Panels, Pipelines and Stations for Medical Gases, Pipelines and Stations
for Vacuum, Patient Bed Head Unit, Pendant Unit, Anaesthetic Gas Scavenging
Terminal Unit and Probe, Jacks and Outlet for Compressed Medical Gas, Jacks
and Outlet for Vacuum, Pressure Regulator with Flowmeter, Manifold and Line
Pressure Regulators, Pressure Regulator, Vacuum Regulator, Surgical Suction
Unit, Central Vacuum System, Medical Copper Tubings, Electrosurgical Unit

The products defined at the enclosure which is the part of this certificate and
contains four page. The certificate is valid till expiration date, subject to
successful completion of periodical surveillance audits. Please contact Kiwa for
details.

Report Number: M.5220.03
Date of first issue: 02 August 2018
Date of last issue: 21 April 2021
Revision Number: 02

Expiry Date: 27 May 2024
Muhtesem Gékhan Yiicel
21 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 2574

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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CERTIFICATE E

Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3
Certificate Number: 1984-MDD-18-535, Revision Number: 02

Concerned medical devices;

Product: Flowmeters

Model: FM20.11, FM20.21, FM20.31, FM20.41, FM20.51, FM20.61, FM20.71,
FM20.12, FM20.22, FM20.32, FM20.42, FM20.52, FM20.62, FM20.72, FM20.13,
FM20.23, FM20.33, FM20.43, FM20.53, FM20.63, FM20.73, FM20.14, FM20.24,
FM20.34, FM20.44, FM20.54, FM20.64, FM20.74, FM20.15, FM20.25, FM20.35,
FM20.45, FM20.55, FM20.65, FM20.75, FM20.16, FM20.26, FM20.36, FM20.46,
FM20.56, FM20.66, FM20.76, FM20.17, FM20.27, FM20.37, FM20.47, FM20.57,
FM20.67, FM20.77, FM20.18, FM20.28, FM20.38, FM20.48, FM20.58, FM20.68,
FM20.78, FM21.11, FM21.21, FM21.31, FM21.41, FM21.51, FM21.61, FM21.71,
FM21.12, FM21.22, FM21.32, FM21.42, FM21.52, FM21.62, FM21.72, FM21.13,
FM21.23, FM21.33, FM21.43, FM21.53, FM21.63, FM21.73, FM21.14, FM21.24,
FM21.34, FM21.44, FM21.54, FM21.64, FM21.74, FM21.15, FM21.25, FM21.35,
FM21.45, FM21.55, FM21.65, FM21.75, FM21.16, FM21.26, FM21.36, FM21.46,
FM21.56, FM21.66, FM21.76, FM21.17, FM21.27, FM21.37, FM21.47, FM21.57,
FM21.67, FM21.77, FM21.18, FM21.28, FM21.38, FM21.48, FM21.58, FM21.68,

FM21.78

Product: Area Gas Control Panels
Model: G7Z71.58, GZ71.59, GZ71.60, GZ71.61,

GZ71.62, GZ71.63, GZ71.64,

GZ71.65, GZ71.66, GZ71.67, GZ71.68, GZ71.6S, GZ71.70, GZ71.71, GZ71.72,

GZ71.73, GZ71.74,GZ71.75, GZ71.76, GZ71.77,

GZ71.78, GZ71.79, GZ71.80,

GZ71.81, GZ71.83, GZ71.84, GZ71.85, GZ71.86, GZ71.87, GZ71.88, GZ71.89,

GZ71.90, GZ71.91, GZ71.92, GZ71.93

21 April 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.§.

ITOSB 9. Cad. No:15 Tepeéiren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr

MQM%

Muhtesem Gokhan Yiicel
Head of Notified Body
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CERTIFICATE

I {. <!
Enclosure of the EC Certificate: Page 2/4

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-18-535, Revision Number: 02

Concerned medical devices;

Product: Pipelines and Stations for Medical Gases

Model: GZ71.01, GZ71.02, GZ71.03, GZ271.04, GZ71.05, GZ71.06, GZ71.07,
GZ71.08, GZ71.09, GZ71.10, GZ71.11, GZ71.12, GZ71.13, GZ71.14, GZ71.15,
GZ71.16,GZ71.17,GZ71.18

Product: Pipelines and Stations for Vacuum
Model: VK40.02, VK40.03, VK40.04, VK40.05, VK40.06, VK40.07, VK40.08,
VK40.09, VK40.10, VK40.11, VK40.12, VK40.13, VK40.14, VK40.15

Product: Anaesthetic Gas Scavenging (AGSS) System
Model: VK50.01, VK50.02, VK50.03, VK50.04

Product: Pendant Unit
Model: FX40.05, FX40.10, FX40.15, FX40.20, FX40.25

Product: Patient Bed Head Unit
Model: GB22.10, GB22.20, GB22.30, GB22.40, GB22.01, GB22.02, GB22.03,
GB22.04

Product: Anaesthetic Gas Scavenging Terminal Unit and Probe

Model: PR80.26, PR80.27, PR80.28, PR80.29, PR80.30, PR80.31, JK91.20, JK91.21,
JK91.22, JK91.23, JK91.24, 1K91.25, JK91.26, JK91.27, JK91.28

uuQsz,j

Muhtesem Goékhan Yiicel
21 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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Enclosure of the EC Certificate: Page 3/4

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3
Certificate Number: 1984-MDD-18-535, Revision Number: 02

Concerned medical devices;

Product: Jacks and Outlet for Compressed Medical Gas

Model: JK90.50, JK90.51, JK90.52, JK90.53, JK90.54, JK90.55, JK90.56, JK90.57,
JK90.58, JK90.70, JK90.71, JK90.72, JK90.73, JK90.74, JK90.75, JK90.76, JK90.77,
JK90.78, JK90.80, JK90.81, JK90.82, JK90.83, JK90.84, JK90.85, JK90.86, JK90.87,
JK90.88, JK90.90, JK90.91, JK90.92, JK90.93, JK90.94, JK90.95, JK90.96, JK90.97,
JK90.98, JK91.10, JK91.11, JK91.12, JK91.13, JK91.14, JK91.15, JK91.16, JK91.17,
JK91.18, PR80.01, PR80.03, PR80.04, PR80.05, PR80.06, PR80.08, PR80.09,
PR80.10, PR80.11, PR80.13, PR80.14, PR80.15, PR80.16, PR80.18, PR80.19,
PR80.20, PR80.21, PR80.23, PR80.24, PR80.25, PR82.01, PR82.03, PR82.04,
PR82.05, PR82.06, PR82.08, PR82.09, PR82.10, PR82.11, PR82.13, PR82.14,
PR82.15, PR82.16, PR82.18, PR82.19, PR82.20, PR82.21, PR82.23, PR82.24, PR82.25

Product: Jacks and Outlet for Vacuum

Model: PR80.02, PR80.07, PR80.12, PR80.17, PR80.22, PR82.02, PR82.07, PR82.12,
PR82,17, PR82.22, JK90.60, JK90.61, JK90.62, JK90.63, JK90.64, JK90.65, JK90.66,
JK90.67, JK90.68

Product: Manifold and Line Pressure Regulators
Model: GZ71.20, GZ71.21, GZ71.22, GZ71.23, GZ70.10, GZ70.20, GZ70.30, GZ70.40,
GZ70.50

Product: Pressure Regulator

Model: FG50.10, FG50.20, FG50.40, FG50.50, FG50.11, FG50.21, FG50.41, FG50.51,
FG50.12, FG50.22, FG50.42, FG50.52, FG50.13, FG50.23, FG50.43, FG50.53,
FG50.14, FG50.24, FG50.44, FG50.54, FG50.15, FG50.25, FG50.45, FG50.55,

FG50.16, FG50.26, FG50.46, FG50.56

Muhtesem Gokhan Yiicel
21 April 2021, istanbul, Turkey Head of Notified Body

CERTIFICATE

Kiwa Belgelendirme Hizmetleri A.$.

ITOSB 9. Cad. No:15 Tepebren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 26 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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Enclosure of the EC Certificate: Page 4/4
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-18-535, Revision Number: 02

Concerned medical devices;

Product: Pressure Regulator with Flowmeter
Model: FM21.85, FM21.86, FM21.87, FM21.88

Product: Vacuum Regulators

Model: FG50.30, FG50.31, FG50.32, FG50.33, FG50.34, FG50.35, FG50.36,
FG51.01, FG51.02, FG51.03, FG51.04, FG51.05, FG51.06, FG51.07, FG52.01,
FG52.02, FG52.03, FG52.04, FG52.05, FG52.06, FG52.10, FG52.11, FG52.12,
FG52.13, FG52.14, FG52.15, FG53.01, FG53.02, FG53.03, FG53.04, FG53.05,
FG53.06, FG53.10, FG53.11, FG53.12, FG53.13, FG53.14, FG53.15

Product: Surgical Suction Unit
Model: SU60, SU60.10, SU60.15, SU60.22, SU60.33, SU60.05

Product: Central Vacuum System
Model: AT20.75

Product: Electrosurgical Unit
Model: NS01.60, NS02.00 Touch, NS02.50, NS04.00

Product: Medical Copper Tubings

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

a@ouj

Muhtesem Gokhan Yiicel
21 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 26 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
CERT-16906-2006-AQ-IND-SINCERT 04 January 2006 16 December 2020 - 15 December 2023

This is to certify that the management system of

Moretti S.p.A.

Via Bruxelles, 3 - Loc. Meleto - 52022 CAVRIGLIA (AR) - Italy

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

Design, production and management of the production, distribution and
placing on the market of durable medical equipment in the rehabilitation
and home healthcare and devices for patient positioning and transport.
Marketing and distribution of general non-active, non-implantable medical
devices and Devices for wound care (sterile and non-sterile), Monitoring
devices, Device for home care, Active rehabilitation devices

Place and date: For the issuing office:
Vimercate (MB), 23 December 2020 DNV GL - Business Assurance
ACC RED IA ¥ Via Energy Park, 14, - 20871 Vimercate
L'ENTE ITALIANO DI ACCREDITAMENTQ ~ (MB) - Italy
SGO N 003 A EMAS N° 009 P
SCA N 003 D PRD N° 003 B
SGE N° 007 M PRS N® 094 C

SCR N° D04 F S51N° 002 G 7 S
P/ '

Membro di MLA EA per gli schemi di accreditamento
SG0Q, SGA, PRD, PRS, ISP, GHG, LAB e LAT, di MLA IAF
per gli schemi di accreditamento SGQ, SGA, S51, FSM

e PRD e dl MRA ILAC per gli scheml di accreditamento -
LAB, MED, LAT e ISP Zeno Beltrami

Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL Business Assurance Italia S.r.l., Via Energy Park, 14 - 20871 Vimercate (MB) - Italy - TEL: +39 68 99 905. www.dnvgl.it
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** *** Benannt durch/Designated hy

* Y Zentraistelle der Lander &
* R & fur Gesundheitsschutz &
F—— ) '3 bei Arzneimitteln und &

Q Medizinpradukten ;

e e #*  Z1G-BS-244.10.08

EC Certificate

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

No. G1 091264 0006 Rev. 02

Product Service

Manufacturer: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District
Pingshan District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Facilitv(ies): Edan Instruments, Inc.
tY( ) #15 Jinhui Road, Jinsha Community, Kengzi Sub-District,

Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Product Category(ies): Fetal Monitor, Fetal & Maternal Monitor, Ultrasonic
Pocket Doppler, Patient Monitor,
Electrocardiograph, Central Monitoring System,
Pulse Oximeter, Digital Ultrasonic Diagnostic
Imaging System, PC ECG, Vital Signs Monitor,
Finger Oximeter, Ultrasonic TableTop Doppler,
Diagnostic Ultrasound System, Holter System,
Telemetry Transmitter, Anaesthetic Workstation,
Ventilator, Biofeedback and Stimulation System,
Ambulatory Blood Pressure Monitor, SPO2 Sensor;
Temperature Probe; Ultrasonic Transducer.

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

Report No.: BJ1989104
Valid from: 2019-11-25
Valid until: 2022-09-17

Date, 2019-11-25 c
'@lL\/

Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

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




DNV-GL

EC CERTIFICATE

Full Quality Assurance System

Certificate No.: Project No.: Valid Until:
10000368141-PA-NA-TWN PRIC-19195-2007-PRC-RGC 27 May 2024

This is to certify that the quality system of:

Headstar Medical Products Co., Ltd.

9F, No. 288, Sec. 2, New Taipei Blvd., Xinzhuang Dist., New Taipei City 242, Taiwan

For design, production and final product inspection/testing of:

RESPIRATORY DEVICES WITH ACCESSORIES

Has been assessed with respect to:

THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN
ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE
93/42/EEC ON MEDICAL DEVICES, AS AMENDED

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

Place and date: For:
Hgvik, 22 February 2021 DNV GL PRESAFE AS

Notified Body No.: 2460

TO;; Kotfu«s

Tone Elise Kolpus

The certificate is digitally verified by blockchain
technology. For more info, see
www,dnvgl,com/assurance/certificates-in-the-
blackchain.htm

Notice: The Certificate is subject to lerms and conditions as set out in the Gerlification Agreement. Failure to comply may render this Cerlificate invalid,
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hovik, Norway - Registered Enterprise No: NO 997 067 401 MVA .
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DNV-GL

Certificate No.:
10000368141-PA-NA-TWN

Jurisdiction

Project No.:
PRIC-19195-2007-PRC-RGC

Valid Until:
27 May 2024

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr”
by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date
Replace the certificate 10440-2017-CE-RGC-NA-PS 05 September 2017
0.0 New Issued 22 February 2021

Products covered by this Certificate:

Product Description

Product Name

Class

Respiratory Devices with
Accessories

- Manual Resuscitator
- Disposable: Audit type, Child type, Infant type
- Reusable: Adult type, Child type
- Resuscitator Accessories
- PEEP Valve
- Manometer Gauge
- Reservoir Bags
- Mask
- Oxygen Therapy (Oxygen tubing)
- Nebulizer
- Nebulizer bottle

IIa

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name

Address

Xinzhuang (office)

242, Taiwan

9F, No. 288, Sec. 2, New Taipei Blvd., Xinzhuang Dist., New Taipei City

Wu-Gu (factory)

7F, No. 14, Wu-Gong 5th Rd., Wu-Gu Dist., New Taipei City 248, Taiwan

EU Representative

Name

Address

Obelis s.a.

Boulevard Général Wahis 53, 1030 Brussels, Belgium

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hovik, Norway - Registered Enterprise No: NO 997 067 401 MVA ,

MSD-(C
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DNV-GL

Certificate No.: Project No.: Valid Until:
10000368141-PA-NA-TWN PRIC-19195-2007-PRC-RGC 27 May 2024

Terms and conditions

The certificate is subject to the following terms and conditions:

m Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective
products.

® The certificate is only valid for the products and/or manufacturing premises listed above.

B The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold
it so that it remains adequate and efficient.

®m The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will
assess the changes and decide if the certificate remains valid.

® Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced
visits.

The following may render this Certificate invalid:

® Changes in the quality system affecting production.
| Periodical audits not held within the allowed time window,

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hovik, Norway - Registered Enterprise No: NO 997 067 401 MVA .

W) Page 3 of 3



DNV BUSINESS ASSURANCE

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 76272-2010-CE-RGC-NA
This Certificate consists of 2 pages

This is to certify that the Quality Management System of

Headstar Medical Products Co., Ltd.

New Taipei City, Taiwan

for design, production and final product inspection/testing of

Respiratory Devices with Accessories

has been assessed with respect to
the conformity assessment procedure described in Article 11.3.a and Annex Il excluding section 4
(Module H) of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date: This Certificate is valid until:
Havik, 22 January 2015 ﬁ 22 March 2020
For DNV GL BUSINESS ASSURANCE ' O |
NORWAY AS ACGREDITATION
PROD 002
Aud Lgken Eiklid Notified Body No.: Cecilie Gudesen Torp
Certification Manager 0434 Technical Reviewer

This Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

Notice: The certificate is subject to terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid.

If any person suffers loss or damage which is proved to have been caused by any negligent act or omission of Det Norske Veritas, then Det Norske Veritas shall pay compensation to such person for his proved direct loss or damage. However, the compensation
shall not exceed an amount equal to ten times the fee charged for the service in question, provided that the maximum compensation shall never exceed USD 300.000. In this provision “Det Norske Veritas” shall mean the Foundation Det Norske Veritas as well as
all its subsidiaries, directors, officers, employees, agents and any other acting on behalf of Det Norske Veritas.

Det Norske Veritas AS, Veritasveien 1, 1322 Havik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www.dnv.com
Page 1 of 3
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Cert. No.: Error! Reference source not found.
Rev. No.: Error! Reference source not found.
Project No.: Error! Reference source not found.

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift for Medisinsk
Utstyr’ by the Norwegian Ministry of Health and Care Services.

Certificate history

Revision Description Issue Date
Original certificate 2005-03-22
1.0 Changes in the manufacturer’s address 2009-02-27
2.0 Changes in the factory’s address 2009-09-15
3.0 Recertification 2010-03-22
4.0 Extension in scope — new devices added (in bold) 2010-08-16
5.0 Recertification 2015-03-22
Products covered by this Certificate
Product Description |Product Class
Respiratory Devices |e Manual Resuscitator lla

With Accessories

e Resuscitator Accessories
(Peep Valve / Diverter / Manometer Gauge / Reservoir Bags)
e Mask
(Face Mask / Pocket Mask / CPR Mouth Barrier (Optional Key
Chain))
Airways
Suction Unit
Laryngoscope
Oxygen & Aerosol Therapy Devices
(Venturi Mask / Nasal Cannula / Tracheostomy Mask / Oxygen
& Aerosol Masks)
Nebulizers & Corrugated Tubing & Breathing Circuit
Humidifiers
Oxygen Tubing
Bite Stick / Nasal Clamp / Jaw Spreader

The complete list of devices is filed with the Notified Body.

HEAD OFFICE: Det Norske Veritas AS, Veritasveien 1, 1322 Havik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www.dnv.com

Page 2 of 3
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Cert. No.: Error! Reference source not found.
Rev. No.: Error! Reference source not found.
Project No.: Error! Reference source not found.

Sites covered by this certificate

Site Name Address
Xinzhuang(office) 9F1 No. 288, Sec. 2, New Taipei Blvd., Xinzhuang Dist., New Taipei City 242,
Taiwan, R.O.C.
Wu-Gu(factory) 7F, No. 14, Wu-Gong 5th Rd., Wu-Gu Dist., New Taipei City 248, Taiwan, R.O.C.
EU Representative
Site Name Address
Obelis S.A Boulevard Général Wahis 53 1030 Brussels, Belgium

Terms and conditions

The certificate is subject to the following terms and conditions:

e Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his product(s), in
accordance with directive 85/374/EEC, as amended, concerning liability of defective products.

e The certificate is only valid for the products and/or manufacturing premises listed above.

e The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold it so that it
remains adequate and efficient.

e  The Manufacturer shall inform the local DNV Office of any intended updating of the quality system and DNV will
assess the changes and decide if the certificate remains valid.

e Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality system DNV
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits.

The following may render this Certificate invalid:
e Changes in the quality system affecting production.
e Periodical audits not held within the allowed time window.
Conformity declaration and marking of product
When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV.

END OF CERTIFICATE

HEAD OFFICE: Det Norske Veritas AS, Veritasveien 1, 1322 Havik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www.dnv.com
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INSPITAL

AT UYGUNLUK BEYANI
EC Declaration of Conformity
Bu Urlnlerin MDD 93-42 EEC yonetmeliginin son yayinlanan gereksinimlerine gore Uretilip
kontrol edildigini "inspital" markasina ait olarak tamamen kendi sorumlulugumuz altinda
oldugunu beyan ederiz. / We declare that, these products which belong to "inspital” brand are
completely under our responsibility also producted and checked according to the requirements

of latest revision of MDD 93-42 ECC.

Uretici firma / Manufacturer:

Adres /Address:

Tel / Phone :
Faks / Fax:
Web / E-Mail:

Uriin Adi / Product Name:
Uriin markasi /:
Uriin Modeli /Product Model:

Uygulanan Standartlar
Applicable Harmonized Standards:

Uygunluk Degerlendirme Yolu
Conformity Asssesment Route

Uriin Sinifi
Class of Product

GMDN Kodu / GMDN Code:

Onaylanmis Kurulus Numarasi:
Number of Notified Body:

Sertifika Numarasi:
Certificate Number:

Sertifika Baslangig Tarihi :
Initial Date of Certificate:
Sertifika Bitis Tarihi:
Certificate Valid Until:

Yer ve yayin tarihi:

Place and date of issue:

3

INSPITAL MEDIKAL TEKNOLOJi A.S.

Karaoglan Mah. Kiime Evleri No:745 06830
Goélbasi / Ankara, TURKIYE

+90312 61902 22

+90312 61902 25

www.inspital.com / info@inspital.com

Ameliyat Lambasi / Operating Lamp
INSPITAL
LD10.01, LD10.02, LD10.03, LD20.24, LD20.52, LD20.53

TS EN 13485.2016, TS EN 60601-1:2009 /A1:2014, TS EN 60601-
1-2:2016, TS EN 60601-1-6:2010, TS EN 60601-1-

8:2008, TS EN 60601-2-41, TS EN I1SO 14155-2012,TS EN

55011 :2016, TS EN 62304:2009, TS 3033 EN 60529, IEC
60417:2002, TS EN 50419:2006, TS EN I1SO 780:2016, TS ISO
129-1:2012, TSEN ISO 15223-1: 2016, 2011/65/EU:2013, TS EN
ISO 10993-1:2011, TS EN ISO 14971: 2013, TS EN 62366-1:2015.
MDD (93/42/EEC) EK VII

MDD (93/42/EEC) ANNEX VII

EK 9, KURAL 12’ye gére Sinif |
Annex 9, Rule 12, Class |

12282

1984

M11038
02.08.2018
01.08.2021

02 Agustos 2018, istanbul, Tirkiye

Kalite Yonetim Temsilcisi /
Quality Representative
Y EXM

Dok. No: TD-EU-4 Yayin Tarihi:231.01.2018 Rev.Tarihi: 01.06.20 Rev. No: 01
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