. ®
EC Certificate TUVRheinland
Directive 93/42/EEC Annex 1l, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60149405 0001
Report No.: 12018179 053

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

Products: Design and Development, Manufacture of Medical Endoscopy
Systems, Diagnostic, Operation and Treatment Products

(see attachments for products included)

Replaces Approval, Registration No.: HD 60144066 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
section 5 of the aforementioned directiva. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex ll, section 4 is required.

Effective Dats: 2020-05-12

Date: 2020-05-12

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

Digitally signed by Grabazei Alexandru
Dat A 0 00 0

00

T o ds U - T & e Tevm et dictelel
Reason: MoldSign Signature
Location: Moldova
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TUVRheinland

TUV Rheinland poc. 1/1, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60149405 0001

Report No.: 12018179 053

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

2951 ishikawa-cho,
Hachioji-shi, Tokyo
192-8507 Japan

Products included:

Medical Endoscopy Systems:

-Endoscopes

-Endotherapy Devices

-Imaging Processors

-Pumps for Endoscopy

-Light Sources

-Position Detecting Units

-Electrothermal Cautery Units

-Integrated Endosurgery Systems

-Endoscopic Requlation/Control Units
Electrosurgical Egquipment

Probes and Transducers for Ultrasonic Lithotriptors
Laparoscopic Insufflators

Ultrasound Surgical Equipment

Ultrasonic Surgical System generator

Ultrasonic Surgical System transducer
Hard-tissue ultrasonic surgical system holder/tip
Disinfecting Units

Capsule Endoscopes and Systems

Ultrasound Diagnostic Imaging Systems

Notified Body

Date: 2020-05-12

M.Sc. M. Aihara

100203 04,08 &  TUV, TUEV and UV are registorcd Ladamarks. Ulisauon and agplicaion: caguires prior approval.



Traducere din limba engleza

A

R ®
TUVRheinland

CERTIFICAT CE
Directiva CE 93/42/CEE Anexa 11, excluzind Sectiunea 4
Sistem complet de asigurare a calitiii
Echipamente medicale

Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053

Producitor: Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHIL, TOKIO 192-8507
JAPONIA

Produse: Proiectare si dezvoltare, productie de sisteme de endoscopie medicald, produse de
diagnostic, operatie si tratament.
(a se vedea atasamentele pentru produsele incluse)
Inlocuieste Aprobarea cu nr. de inregistrare: HD 60144066 0001

Data expirarii: 26.05.2024

Organismul Notificat declard prin prezenta ¢ au fost indeplinite cerintele Anexei 11, excluzind sectiunea
4 a directivei 93/42/CEE pentru produsele specificate. Producétorul mai sus mentionat a stabilit si aplica
un sistem de asigurare a calitiitii, care este supus unei supravegheri periodice, definiti Tn Anexa II,
sectiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa IIT acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa II,
sectiunea 4.

Organism notificat

Stampila:

Data intrarii in vigoare: 12-05-2020 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara

Data: 12.05.2020 (semnaturi indescifrabild)

} TUV Rheinland LGA Products GmbH — Tillystrafie 2 — 90431 Niirnberg
TUV Rheinland LGA Products GmbH este un Organism Notificat In conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numéaru! de identificare 0197

FUMANIA
MINISTERUL JUSTITIEY
MINA FANEA-IVANOVID!

TRADUCATOR AUTORI
ENGLEZA * FRAN
AUT. NF. 22089
TRl Q746421482 |
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TUVRheinland

Doc. 1/1 Rev. 0
TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
Atasament la

Certificat .
Nr. Inregistrare: HD 60149405 0001
Nr. Raport: 12018179 053
Producitor: Olympus Medical Systems Corp.

2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA
Produse incluse:
- Sisteme medicale de endoscopie:
-Endoscoape
-Echipamente endoterapie
-Procesoare de imagine
-Pompe pentru endoscopie
-Surse de lumind
-Unitati de detectare pozitie
-Unitati de cauterizare electrotermici
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde si traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare laparoscopice
- Echipamente chirurgicale cu ultrasunete
- Generator sistem chirurgical cu ultrasunete
- Traductor sistem chirurgical cu ultrasunete
- Suport/varf sistem chirurgical cu ultrasunete pentru tesut tare
- Unitati de sterilizare
- Sisteme si endoscoape capsuld
- Sisteme de imagistica pentru diagnostic cu ultrasunete

Organism notificat

Stampila:

TUV Rheinland LGA Products GmbH
Data: 12.05.2020 Zertifizierungsstelle

M.Sc. M. Aihara

(semnatura indescifrabila)

FUMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANDOVK]N

TRADUCATOR AUTORI
ENGLEZA * FRANCE
AUT. NR. 22089
TFl__0745421482




OLYMPUS

DECLARATION OF CONFORMITY(MDD)

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model OLYMPUS GIF-H190

4. Name of product EVIS EXERAIII GASTROINTESTINAL VIDEOSCOPE
5. Serial or Lot No. from 2200049 to

6. Classification Class Ila

7. Authorized representative in EU

Name Olympus Europa Holding GmbH

Address Wendenstr. 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned product complies with the requirements of EC

Directive 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
valid in manufactured devices with the above Serial/Lot number.

This declaration is based on : MDD, Annex I1.3

8. Notified Body Approval
Issued by TUV Rheinland LGA Products GmbH (0197)

Address Tillystrasse 2, D-90431 Nurnberg, Germany

9. Applied Standards Refer to the Essential Requirements Checklist for above mentioned product.

Place 2951 Ishikawa-cho, Hachioji-shi, Tokyvo, Japan
Signature —gﬁ i
rd
Name Seiya Raiju
/4
General Manager,
Title Regulatory Affairs & Quality Assurance Department

Date 2012/02/02

[N-OIS D28001 Appendix 3]
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Olympus Europa SE & Co. KG
Amsinckstr. 63
20097 Hamburg

Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of
endoscopy and microscopy

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-06-21
Certificate Registration No.: SX 60148788 0001
An audit was performed. Report No.: 60319405 001

This Certificate is valid until: 2023-06-20

Certification Body

_p—
> -

o e
PN

(( pAKKS
.., Deutsch
%\f“::;' Ak:regit?erungssteite
D-ZM-14169-01-02

Date 2020-04-29

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 B06-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

Page 8 of 83

T T T TN T
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TUVRheinland

TUV Rheinland e T I
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

((DAKKs

-\\‘_/, _ Deutsche

""‘” Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

~ Amsinckstr. 63

- 20097 Hamburg
Deutschland

Subsidiary:

Olympus Europa SE & Co. KG
Albert-Schweitzer-Ring 24-26
22045 Hamburg

Germany

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body

Dipl.-Ing. I. Munkler
Page 9 of 83




= ®
TUVRheinland

TUV Rheinland el £k
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: SX 60148788 0001

Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG

B e ) Amsinckstr. 63 =

20097 Hamburg B R
Deutschland

Scope: Subsidiary:
Olympus Deutschland GmbH
Albert-Schweitzer-Ring 35
22045 Hamburg
Germany
Scope:
Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body
a

\M;, . Deutsche
e Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

Dipl.-Ing. I. Munkler
Page 10 of 83

TR "ETEET "It Y



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

DAKKS
N

(

Date: 2020-04-29

S~ Deutsche

T Akkreditierungsstelle
D-ZM-14169-01-02

. ®
TUVRheinland

TUV Rheinland - TR W
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
~ Amsinckstr. 63

20097 Hamburg
Deutschland

Subsidiary:

Olympus Deutschland GmbH
Amsinckstr. 63

20097 Hamburg

Germany

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body

Dipl.-Ing. 1. Munkl
Page 11 of 83 9 s
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Attachment to
Certificate

Registration No.:

Report No.:

Organization:

TUV Rheinland

LGA Products

GmbH

TillystraBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Deutschland

Doc.

= ®
TUVRheinland

4/13, Rev.0

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories in

Scope: Subsidiary:
Olympus France S.A.S.
65 Rue de Monthléry
94533 Rungis
France
Scope:
the field of endoscopy
o
ﬁ?gzx\
(gfgg.._/,_ Deutsche
ST Akkreditierungsstelle
D-ZM-14169-01-02
Date: 2020-04-29

Certification Body

Dipl.-Ing. I. Munkler

Page 12 0f 83
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Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

S —

F

(( AKKS

Y. Deutsche
g Akkredmerungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

- 20097 Hamburg

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63

Deutschland

Subsidiary:

OLYMPUS IBERIA S.A.U.
PL. Europa 29-31

08908 L'Hospitalet de Llobregat

Barcelona
Spain

Scope:

i ®
TUVRheinland

Doc. 5/13, Rev.0

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

microscopy

Certification Body

Dipl.-In
Page 13 nf%3_ 9

I. Munkler

T TN TEE 11
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TUVRheinland

TUV Rheinland e N TR
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

T T TET TN T

Certificate

Registration No.: SX 60148788 0001

Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63

B Y i . R
Deutschland

Scope: Subsidiary:
Olympus France S.A.S.
19 rue d'Arcueil
94150 Rungis
France
Scope:
Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body
((ikc.,,/. . Deutsche
“‘%:Z:‘;{’ Akkreditierungsstelle

D-ZM-14169-01-02

Date: 2020-04-29

Dipl.-Ing. I. Munkler
Page 14 0of 83




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

§

( DAKKS

... . Deutsche
\}%":‘:f/ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

- 20097 Hamburg e
Deutschland

Subsidiary:

Olympus Czech Group, s.r.o.
Evropska ul. 176/16

160 41 Praha 6

Czech Republic

Scope:

Doc.

s ®
TUVRheinland

7/13, Rev.0

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

and microscopy

Certification Body

7
Page 15 0f 83
e~ )

l.-Ing. I. Munkler
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TUV Rheinland s
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: SX 60148788 0001
Report No.: 60319405 001

Organization: Olympus Europa SE & Co. KG
Amsinckstr. 63

D . ~— 20097 Hamburg

Deutschland

Scope: Subsidiary:

Olympus Czech Group, s. r.o.
clen koncernu

Telickova 457/29

751 24 Prerov-Predmosti
Czech Republic

Scope:

= ®
TUVRheinland

8/13, Rev.0

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories

in the field of endoscopy

Certification Body

o

m—
7NN
(( DAKKs
~ . Deutsch
‘Q-:".'S-/’: A:ll("resgiﬁeerungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

[T I T T "



TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

e ~ 20097 Hamburg

TUV Rheinland
LGA Products GmbH

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

Doc.

- ®
TUVRheinland

9/13, Rev.0

Deutschland

In-house servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories in the

Scope: Subsidiary:
Olympus Service Facility Portugal
Tecnologies Opticas e Digitais, Lda.
Rua de Alcorredores 43 A
3020-923 Torre de Vilela (Coimbra)
Portugal
Scope:
field of endoscopy
Certification Body

\g‘%_:‘/.r Deutsche

—~  Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

TTTTITTTHC T CTIEN 1n



Scope:

S

Date:

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

*w{"*»a.ﬁ:ﬁ,.l_ Deutsche
“w~~  Akkreditierungsstelle
D-ZM-14169-01-02

2020-04-29

TUV Rheinland

LGA Products GmbH
TillystralBe 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63

e SOUY Moy ———

Deutschland

Subsidiary:

Olympus Austria GmbH
Shuttleworthstr. 25
1210 Vienna

Austria

Scope:

s ®
TUVRheinland

Doc. 10/13, Rev.0

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

and microscopy

Certification Body

®
T'thmnwnd

"R

PTTTTTTTI THETT



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

¥§31ﬂ1/./ Deutsche

N— Akkreditierungsstelle
D-ZM-14169-01-02

Date:

2020-04-29

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

~20097 Hamburg e ——
Deutschland

Subsidiary:

Olympus Nederland B.V.
Simon Smitweg 18

2353 GA Leiderdorp
Netherlands

Scope:
Marketing,

Doc.

” ®
TUVRheinland

11/13, Rev.0

sales and servicing of optical, opto-digital,

electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy

and microscopy

Certification Body

TN ST T 1



Attachment to
Certificate

Report No.:

Organization:

Scope:

N

(( pAKKS

Date: 2020-04-29

Registration No.:

\.../, . Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

» ®
TUVRheinland

TUV Rheinland Doc. 12/13, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

—20097 Hamburg
Deutschland

Subsidiary:

Olympus Schweiz AG
Chriesbaumstr. 6
8604 Volketswil
Switzerland

Scope:

Servicing of optical, opto-digital, electronic and
mechanical systems as well as associated accessories
in the field of endoscopy

Certification Body

1]



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

((: DAkkS

\Q . Deutsche

= Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-04-29

. ®
TUVRheinland

TUV Rheinland Doc. 13/13, Rev.0
LGA Products GmbH
TillystraBRe 2, 90431 Nirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

——20097 Hamburg
Deutschland

Subsidiary:

Olympus Schweiz AG
Richtiring 30

8304 Wallisellen
Switzerland

Scope:

Marketing, sales and servicing of optical, opto-digital,
electronic and mechanical systems as well as associated
accessories and consumables in the field of endoscopy
and microscopy

Certification Body

Di |.-lng. I. Munkler
Paaga. 21 83
Fage-£1-oteo
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Traducere din limba engleza

VAN

= ®
TUVRheinland

Certificat

Organismul de certificare al TUV Rheinland LGA Products GmbH

certificd prin prezenta faptul cd organizatia

OLYMPUS EUROPA SE & Co. KG
Amsinckstr. 63
20097 Hamburg
Germania

a implementat si aplica un sistem de management al calitatii pentru dispozivite
medicale pentru urmatoarele domenii:

Marketing, distributie si service pentru sisteme optice, opto-digitale, electronice si mecanice,
precum §i pentru accesoriile corespunzatoare si consumabilele din domeniul endoscopiei si
microscopiei

S-a furnizat dovada faptului ca au fost indeplinte cerintele specificate in

EN ISO 13485:2016

Sistemul de management al calitatii este supus unei supravegheri anuale.
Data intrarii in vigoare: 21.06.2020

Nr. inregistrare certificat: SX 60148788 0001

A fost efectuat auditul, raport nr. 60319405 001

Acest certificat este valabil pana la 20.06.2023.

Organism de certificare
- (Semnatura indescifrabila si stampila TUV
« DAKKS Rheinland LGA Products GmbH)
: Deutsche Dipl. Ing. I. Munkler
Akkreditierungsstelle
D-ZM-14169-01-02
Data, 29.04.2020

TUV Rheinland LGA Products GmbH — TillystraBie 2 — 90431 Niirnberg
Tel: +49 221 806-1371 Fax: +49 221 806-3935 email: cert-validity(@de.tuv.com_http://www.tuv.com/safety
ROMANIA

MINISTERUL JUSTITIEI

MINA FANEA-IVANOVIdI

TRADUCATOR AUTD!

ENGLEZA * FRANC

AUT. NR. 22069

Page 22 of 83
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala
Olympus Europa SE & Co. KG
Albert-Schweitzer-Ring 24-26

22045 Hamburg
Germania

Domeniul de aplicabilitate:

A

o ®
TUVRheinland
Doc. 1/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice si mecanice,
precum s§i pentru accesoriile corespunzitoare si consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnaturd indescifrabila si stampila TUV

Akkreditierungsstelle
B-ZM-14169-01-02

Data, 29.04.2020

Page 23 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

T ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIdI

111

ST THTEN T



Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala
Olympus Deutschland GmbH
Albert-Schweitzer-Ring 35

22045 Hamburg
Germania

Domeniul de aplicabilitate:

A

2 ®
TUVRheinland
Doc. 2/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice si mecanice,
precum si pentru accesoriile corespunzitoare si consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnatura indescifrabila si stampilda TUV

Akkreditierungsstelle
B-ZM-14169-01-02

Data, 29.04.2020

Page 24 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)
TRADUCATOR AUTO
ENGLEZA * FRAN
AUT. NR. 220869
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
‘Amsinckstr. 63

20097 Hamburg

Germania

Filiala
Olympus Deutschland GmbH
Amsinckstr. 63

20097 Hamburg
Germania

Domeniul de aplicabilitate:

A

o ®
TUVRheinland
Doc. 3413 Rev.. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum si pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

(( DAKKS

Deutsche
Akkreditierungsstelle
b-ZM-14169-01-02

Data, 29.04.2020

Page 25 of 83

Organism de certificare

(Semnitura indescifrabila si stampila TOV
Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

T ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIG)

1]
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland

VAN

Tl:lVRheinla:('?d
Doc. 4/13 Rev. 0

LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus France S.A.S.
65 Rue de Monthléry
94533 Rungis

Franta

Domeniul de aplicabilitate:

Service pentru sisteme optice, opto-digitale, electronice §i mecanice,

precum s$i pentru accesoriile

domeniul endoscopiei

Akkreditierungsstelle
b-ZM-14169.01-02

Data, 29.04.2020
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corespunziatoare si consumabilele din

Organism de certificare

(Semnatura indescifrabili si stampila TUV
Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

" ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVId
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Iberia S.A.U.

PL. Europa, 29-31

08908 L.’Hospitalet de Llobregat
Barcelona

Spania

Domeniul de aplicabilitate:

A

: ®
TUVRheinland
Doc. 5/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice §i mecanice, precum si pentru accesoriile corespunzatoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnatura indescifrabila si stampila TUV

Akkreditierungsstelle
B-ZM-14169-01-02

Data, 29.04.2020
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Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)
TRADUCATOR AUTORI

ENGLEZA * FRANC
AUT. NR. 22069
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A

TOVRheinland
Doc. 6/13 Rev. 0
TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

Atagament la Certificat

Nr. de inregistrare: SX 60148788 0001
Nr. raport: 60319405 001
Organizatie:

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Domeniu de aplicabilitate: ~ Filiald

Olympus France S.A.S.
19 rue d’ Arcueil

94150 Rungis

Franta

Domeniul de aplicabilitate:

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum si pentru accesoriile corespunzatoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(( DAKKS (Semnituri indescifrabila si stampilda TUV

: Deutsche Rheinland LGA Products GmbH)
Akkreditierungsstelle .

0-2M-14169-01-02 Dipl.-Ing. 1. Munkler

Data, 29.04.2020

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVITI

AUT. NR. 22089
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Czech Group, s.r.0.
Evropska ul. 176/16

160 41, Praga 6

Republica Ceha

Domeniul de aplicabilitate:

A

h ®
TUVRheinland
Doc. 7/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum si pentru accesoriile corespunzatoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnatura indescifrabili si stampila TUV

Akkreditierungsstelle
D-ZM-14168-01-02

Data, 29.04.2020

Page 29 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

m
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
TillystraBie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
‘Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Czech Group, s.r.o.
clen koncernu

Telickova 457/29

751 24 Prerov-Predmosti
Republica Ceha

Domeniul de aplicabilitate:

A

Tﬂvnheinnar?d
Doc. 8/13 Rev. 0

Service pentru sisteme optice, opto-digitale, electronice si mecanice,
precum §i pentru accesoriile corespunzitoare si consumabilele din

domeniul endoscopiei

Organism de certificare

(Semnatura indescifrabila si stampilda TUV

Akkreditierungsstelle
C-ZM-14169-01-02

Data, 29.04.2020

Page 30 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIdI
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

A

b ®
TUVRheinland

Doc. 9/13 Rev. 0

[T T S T

Organizatie:
Olympus Europa SE & Co. KG
‘Amsinckstr. 63
20097 Hamburg
Germania

Domeniu de aplicabilitate: ~ Filiala

Olympus Service Facility Portugal
Tecnologias Optica e Digitais, Lda.
Rua de Alcorredores, 43 A
3020-923 Torre de Vilela (Coimbra)
Portugalia

Domeniul de aplicabilitate:

Service intern pentru sisteme optice, opto-digitale, electronice si mecanice
ptice, op

precum si accesorii corespunzatoare din domeniul endoscopiei.

Organism de certificare
(( DAKKS (Semnitura indescifrabila si stampila TUV
Deutsche Rheinland LGA Products GmbH)

DZM4160.0102 Dipl.-Ing. 1. Munkler

Data, 29.04.2020

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)
TRADUCATOR AUTO
ENGLEZA * FRANC

AUT. NR. 22089
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

Akkreditierungsstel

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Austria GmbH
Shuttleworthstr. 25
1210 Viena

Austria

Domeniul de aplicabilitate:

JAN

=
. e E

TUVRheinland

Doc. 10/13 Rev. 0 E

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum §i pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnituri indescifrabila si stampilda TUV

b-ZM-14169-01-02

Data, 29.04.2020

Page 32 of 83

Rheinland LGA Products GmbH)

Dipl.-Ing. I. Munkler =

~ ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIdI




Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

‘Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala

Olympus Nederland B.V.
Simon Smitweg 18

2353 GA Leiderdorp
Tarile de Jos

Domeniul de aplicabilitate:

A

% ®
TUVRheinland
Doc. 11/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum si pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei si microscopiei

Organism de certificare

(Semnitura indescifrabild si stampilda TUV

Akkreditierungsstelle
D-ZM-14169-01-02

Data, 29.04.2020
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Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVI
TRADUCATOR AUTD
ENGLEZA * FRAN
AUT. NR. 2
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Atagsament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland

A

s ®
TUVRheinland
Doc. 12/13 Rev. 0

LGA Products GmbH
Tillystrafie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG
Amsinckstr. 63

20097 Hamburg

Germania

Filiala
Olympus Schweiz AG
Chriesbaumstr. 6

8604 Volketswil
Elvetia

Domeniul de aplicabilitate:

Service pentru sisteme optice, opto-digitale, electronice si mecanice,

precum si pentru accesoriile
domeniul endoscopiei

Akkreditierungsstelle
D-2M-14169-01-02

Data, 29.04.2020

Page 34 of 83

corespunzitoare si consumabilele din

Organism de certificare

(Semniturd indescifrabila si stampila TOV
Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIE!
MINA FANEA-IVANOVIdI
TRADUCATOR AUTD
ENGLEZA * FRAN
AUT. NR. 22069
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Atasament la Certificat
Nr. de inregistrare:
Nr. raport:

Organizatie:

Domeniu de aplicabilitate:

(( DAKKS

Deutsche

TUV Rheinland
LGA Products GmbH
Tillystralie 2, 90431 Niirnberg

SX 60148788 0001
60319405 001

Olympus Europa SE & Co. KG

Amsinckstr. 63
20097 Hamburg
Germania

Filiala

Olympus Schweiz AG
Richtiring 30

8304 Wallisellen

Elvetia

Domeniul de aplicabilitate:

A

TlflVRheinlar(?d
Doc. 13/13 Rev. 0

Marketing, distributie si service pentru sisteme optice, opto-digitale,
electronice si mecanice, precum s§i pentru accesoriile corespunzitoare si
consumabilele din domeniul endoscopiei §i microscopiei

Organism de certificare

(Semnituri indescifrabila si stampila TUV

Akkreditierungsstelle
0-ZM-14169-01-02

Data, 29.04.2020

Page 35 of 83

Rheinland LGA Products GmbH)
Dipl.-Ing. I. Munkler

ROMANIA
MINISTERUL JUSTITIEI
MINA FANEA-IVANOVId)

T I T T 1



OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

Single Registration-No. N/A
2. Article(REF)No. / Article Name Please refer to Attachment 1
3. Product designation Please refer to Attachment 1
4. Serial or Lot No. range Please refer to Attachment 1
5. Product classification Please refer to Attachment 1

6. Authorized representatives in EU
Name Olympus Europa SE & Co. KG

Address Wendenstrasse 14-18, 20097 Hamburg, Germany

7. Declaration

This declaration was made in sole responsibility of the manufacturer.
The stated product complies with the requirements of following European Directives and Regulations.

The declarations is based on: 93/42/EEC Annex II
2011/65/EU

8. Notified Body for MDD
Issued by TUV Rheinland LGA Products GmbH

Address TillystraBe 2, 90431 Niirnberg, Germany

Registration-No. Registration-No.0197

Place, Date: Tokyo, 2021/1/29

Signature: ,’{/i / = J&/“\J

Director
Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs

Yoshihito Horikawa

OLYMPUS CV-1500_3



ATTACHMENT 1

4 The EU-Declaration of Conformity is valid for the following articles:

OLYMPUS

N GMDN Article(REF)No. . . . .
Product designation JCND Article Name Serial or Lot No. range UDI-DI Basic UDI-DI Classification
7022922, 7022925,
7022985, 7023011,
7023042-7023050,
7023055-7023056,
7023069-7023076,
7023078-7023079,
7023081, 7023083-
EVIS X1 VIDEO SYSTEM CENTER 34540 OLYMPUS CV-1500 7023153, 7023172~ N/A N/A Class Ila
7023180, 7023293-
7023601, 7023607-
7023629, 7023686-
7023825, 7023854-
7023965, 7024097-
7024189, from 7134515
to
4+ Applied Standards [RoHS,RED,LVD,EMC] 4 Included items
[RoHS]  ENS50581:2012 Product designation Article(REF)No. Article Name
12G-SDI cable 2.9M MAJ-2428
Refer to the Essential Requirements Checklist for above mentioned product. [MDD] PORTABLE MEMORY 2 MAIJ-2427
WHITE CAP SET MAJ-941
Foot Holder MAJ-2431
WATER CONTAINER MAJ-901

OLYMPUS CV-1500_3




ATTACHMENT 1 OLYMPUS

4 Intended purpose:

This video system center is intended to be used with Olympus ancillary equipment for endoscopic

diagnosis, treatment, and video observation. This product is designed to process electronic signals

transmitted from Olympus video endoscopes, output images to monitors, provide illumination to the

endoscope, supply air through the endoscope while inside the body and control/monitor ancillary

equipment.

4 Serial or Lot No.

Directive/Regulation Serial or Lot No. range Starting from Ended at Serial or Lot No. range Starting from

7022921, 7022923-7022924,
7022926-7022984, 7022986-
;g;;g;?:;(())zz; 8 5142_;8232;’ 7022922, 7022925, 7022985, 7023011, 7023042-7023050, 7023055-

93/42/EEC 7021228 7023068 7023077’ 7023080 7023056, 7023069-7023076, 7023078-7023079, 7023081, 7023083-
7023082’ 702315417023171 ’ 7023153, 7023172-7023180, 7023293-7023601, 7023607-7023629,
7023181.7023292, 7023602~ 7023686-7023825, 7023854-7023965, 7024097-7024189, 7134515
7023606, 7023630-7023685,
7023826-7023853, 7023966-7024096

2011/65/EU 7000617 - -

3/3

OLYMPUS CV-1500_3
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BUREAU VERITAS @
Certification

LL
@)
IS
©
o CERTIFICATO CE
g Sistema di qualita
<>
LL
@) Fabbricante: DMED DI D'IMPRIMA ANGELO
@) Via Castiglione n. 66
S 31037 LORIA (TV)
O
E Prodotto: SEB 2000 Banco Automatizzato
<>

Il prodotto descritto sopra & conforme al Regolamento 2017/745
allegato Il e lll.

Loria, 17/10/2022

L
O
=
S
O
=
)
O
<

Legale rappresentante
ANGELO D’IMPRIMA

>y

<> Certificato CE




@ NSAI

Quality System Approval Certificate
Medical Devices Directive 93/42/EEC

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(Medical Devices) Regulations (S.1. No. 252 of 1994)

APPROVES THE QUALITY SYSTEM APPLIED BY

Medivators Inc.

14605 28th Ave N
Minneapolis
MN 55447
USA

to the Product Family

Endoscopic Irrigation Pump and Insufflator
GMDN Code: 33579, 41617

on the basis of examination under the requirements of Directive 93/42/EEC on Medical Devices, Annex
11, excluding (4)
The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product family is hereby authorised.

Registration Number: 252.878
Original Approval: 14 November 2013
Last Amended on: 22 July 2020

Remains valid until: 26 May 2024

H =
Signed: (/) &
/
Approved by: 2 Approved by:
Dr. Caroline Dore Geraghty Dr. Elaine Darcy
Director, Medical Devices European Medical Device Operations Manager

This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner.
Details of the operational locations included within the scope of this approval can be obtained from NSAI

In the case of a Class 111 device, this certificate must be supported by a valid design examination certificate
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland.

Cert-114: EC Annex 11-NL-A4 (10)



f MEDIVATORS

A Cantel Medical Company

EU Medical Device Directive
93/42/EEC as Amended by 2007/47/EC

Declaration of Conformity

Product(s): Endo Stratus™ Endoscopic Irrigation Pump and CO; Insufflator

Manufacturer: Medivators EU Representative: Cantel Medical Italy
Address: 14605 28" Avenue North Address: Cantel Medical (Italy) S.r.1.,
Minneapolis, MN 55447 USA Via Laurentina, 169, 00040
Pomezia (RM), Italy
Model(s): Endo Stratus Irrigation Pump — EGA-500, EGA-500E, EGA-500T

Endo Stratus CO; Insufflator — EGA-501, EGA-501E, EGA-501T
Assessment of Product Based Upon:

Quality System Certification ISO 13485 Certificate No: MD19.2990
Issued By: NSAI (0050)

CE Certification CE Certificate No: 252.878
Conformity Assessment Route: Annex II
Issued By: NSAI (0050)

Essential Requirements Checklist Prepared by: Regulatory Affairs
Technical File Prepared by: Regulatory Affairs
Product Classification: Product classification based on the requirements of MDD Annex IX and EU
Guidelines for Classification of Medical Devices MEDDEV 2.4.
] Class I X Class Ila
L] Class IIb L] Class II1

Based on a review of the above documents, we hereby declare that the above product complies with the
requirements of the EC Directive 93/42/EEC as amended by 2007/47/EC and the following standards:

1S0 14971 IEC 60601-1 IEC 60601-1-2 IEC-60601-2-18
Approvals:
Ashley Luloff

Regulatory Affairs Specialist
Medivators Inc.
9 November 2020

Distribution: X RA Files [] Medivators Conroe TX
L] Medivators Singapore [ | Other

Revision J
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ZERTIFIKAT o CERTIFICATE o

** *3’}* Benannt durch/Designated b

<

Zentralstelle der Lander

§EL§ 7/\::/\‘7 fiir Gesundheitsschutz
%

== bei Arzneimitteln und
7/\\7 Medizinprodukten

** *** ZLG-BS-244.10.08

www.zlg.de

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or 1lI)

No. G2 063105 0047 Rev. 01

Manufacturer: CA-MI S.R.L.
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 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 IIb and Il devices an additional Annex Il certificate is mandatory. All applicable
requirements of the testing and certification regulation of TUV SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G2 063105 0047 Rev. 01

Report No.: ITA1626749
Valid from: 2021-02-09
Valid until: 2024-05-26

Date, 2021-02-09 c
'@’(\/

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 ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G2%20063105%200047%20Rev.%2001
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ZERTIFIKAT o CERTIFICATE o

(( DAKKS a @
Akkreditierungsstelle T

Deutsche
D-ZM-11321-01-00

Certificate

No. Q5 063105 0045 Rev. 03

Product Service

Holder of Certificate: CA-MI S.R.L.

@ Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope Of Certificate: Design and development, production, service and sale of medical
equipments for surgery (electrical and manual suction pumps),
electric breast pumps, medical devices for breathing (aerosol
therapy equipments and thermal water inhaler) and related
accessories, medical devices for monitoring of vital physiological
parameters (pulse oximeters, thermometers, blood pressure
monitors, sphygmomanometer and stethoscopes), incentive
spirometers and medical devices for phlebology (graduated
compression medical stockings). Distribution of active and non-
active non implantable medical devices.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 063105 0045 Rev. 03

Report No.: ITA1885389
Valid from: 2022-08-02
Valid until: 2025-08-01

c@t(—\/

Date, 2022-08-02 Christoph Dicks
Head of Certification/Notified Body

un 7 ®
Page 1 of 2 Tav

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


http://www.tuvsud.com/ps-cert?q=cert:Q5%20063105%200045%20Rev.%2003%C2%A0
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&

Product Service

No. Q5 063105 0045 Rev. 03

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

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

Design and development, production, service and sale of medical
equipments for surgery (electrical and manual suction pumps),
electric breast pumps, medical devices for breathing (aerosol
therapy equipments and thermal water inhaler) and related
accessories, medical devices for monitoring of vital physiological
parameters (pulse oximeters, thermometers, blood pressure
monitors, sphygmomanometer and stethoscopes), incentive
spirometers and medical devices for phlebology (graduated
compression medical stockings). Distribution of active and non-
active non implantable medical devices.

CA-MI S.r.l.
Via Strada per Parma 34, Frazione Pilastro, 43013 Langhirano
(PR), ITALY

Warehouse of active and non-active non implantable medical
devices and components used in production.

CA-MI S.r.l.
Via Ugo La Malfa 27, Frazione Pilastro, 43013 Langhirano (PR),
ITALY

Production of medical devices for surgery (electrical and manual
suction pumps), warehouse of active and non-active non
implantable medical devices and components used in production.

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



Mod. 4606/0

\IMQ

CERTIFICATO CE

Certificato n. 1812/MDD
Dichiarazione di approvazione del sistema qualita
(Sistema completo di garanzia qualita)

Visto I'esito delle verifiche condotte in conformitd all'Allegato Il, con l'esclusione del punto 4, della
direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

CANTEL MEDICAL (ITALY) SRL
00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

mantiene nello stabilimento di:

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

un sistema qualita che assicura la conformitd dei seguenti prodotti:
Lava disinfettatrice-sterilizzatrice chimica a freddo per endoscopi

Sterilizzanti chimici a freddo per dispositivi medici

Disinfettanti per dispositivi medici
Detergente plurienzimatico decontaminante disinfettante per dispositivi medici
Disinfettanti, decontaminanti e detergenti per dispositivi medici
Disinfettanti e detergenti per dispositivi medici
Disinfettanti e decontaminanti per dispositivi medici

Sistemi di conservazione e trasporto di endoscopi
Lava disinfettatrice per endoscopi
serie e modelli indicati in Allegato

ai requisiti essenziali della direttiva suddetta ad essi applicabili (in tutte le fasi dalla progettazione al
controllo finale) ed & sottoposta alla sorveglianza prevista dal punto 5 dell'Allegato Il. Per i dispositivi in

classe Il questo certificato & valido solamente con il relativo certificato di esame CE della progettazione
di Allegato I1.4.

Riferimento pratiche IMQ:
DM15A0449933-01; DM15E0572628-01; DM16A0607476-01; DM16-0000589; DM16-0002190-01; DM19-
0043082-01; DM19-0043104-01; DM20-0050214-01; DM20-0048482-01; DM20-0051086-01; DM20-0047938-01.

Questa Dichiarazione di approvazione é rilasciata dall'lMQ S.p.A. quale organismo nofificato per la
direttiva 93/42/CEE e s.m.i. Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

Emesso i 2015-07-20 == >

Data aggiornamento: 2020-05-08 Y

Sostituisce: 2020-04-07 IMQ DocuSign.
Data scadenza: 2024-05-26

IMQ S.p.A. | 1-20138 Milano

Questa Dichiarazione di approvazione & soggetta alle condizioni previste dall'lMQ nel "Regolamento per ) ol
la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE". | Via Quinftiliano 43 |
www.imq.it



Mod. 4606/0

CERTIFICATO CE

Certificato n. 1812/MDD

Allegato

Lava disinfettatrice-sterilizzatrice chimica a freddo per endoscopi

Mod. MEDIVATORS ISA
Marca Cantel Medical (Italy) S.r.l.

Sterilizzanti chimici a freddo per dispositivi medici
Modd. ADASPOR PRONTO; ADASPOR CONCENTRATO, ADASPOR M CONCENTRATO; ADASPOR
MONODIE; ADASPOR PENTADIE; ADASPOR SINGLE SHOT; PROLYSTICA AUTO PAA; ISASPOR SINGLE SHOT;
ADASPOR PLUS SINGLE SHOT, ADASPOR PLUS PRONTO (READY TO USE); ADASPOR PLUS CONCENTRATO;
ADASPOR PLUS MONODIE; ADASPOR PLUS PENTADIE, ADASPOR PLUS M CONCENTRATO.
Marca CANTEL

Disinfettanti per dispositivi medici
Modd. BLUESTERIL ALCOLICO; BLUESTERIL FERRI; BLUESTERIL SPRAY.
Marca CANTEL

Detergente plurienzimatico decontaminante disinfettante per dispositivi medici

Modd. NEO PROTEOZIM PLUS 500; PROTEOZIM PLUS 400.
Marca CANTEL

Disinfettanti, decontaminanti e detergenti per dispositivi medici

Mod. ISACLEAN, PROTEODONT.
Marca CANTEL

Disinfettanti e detergenti per dispositivi medici
Modd. BACTRYL SPRAY; BACTRYL WIPES; ISACLEAN SPRAY; SPOREXIN SPRAY; SPOREXIN WIPES; SPOREXIN
VACUUM.
Marca CANTEL

Disinfettanti e decontaminanti per dispositivi medici

Modd. PROTEAZONE; PROTEAZONE OD.
Marca CANTEL

Sistemi di conservazione e trasporto di endoscopi

Modd. CLEANASCOPE; CLEANASCOPE ADVANTAGE.
Marca CANTEL

Emesso il: 2015-07-20 %
Data aggiornamento:  2020-05-08 _ g\ 7\(
Sostituisce: 2020-04-07 DocuSign.

Data scadenza: 2024-05-26 IMQ




Mod. 4606/0

\IMQ CERTIFICATO CE

Certificato n. 1812/MDD

Allegato

Lava disinfettatrice per endoscopi

Modd. INNOVA E3s; INNOVA E3s CMS; INNOVA E4s CMS.
Marca CANTEL

Emesso il: 2015-07-20 ﬁ@
Data aggiornamento: 2020-05-08 — (Y\
Sostituisce: 2020-04-07 Docubign:

Data scadenza: 2024-05-26 IMQ




Mod. 4606/0

EC CERTIFICATE

Certificate No 1812/MDD

Full Quality Assurance System Approval Certificate

On the basis of our examination carried out according to Annex I, excluding section 4, of the Directive
93/42/EEC and its revised version, we hereby certify that:

CANTEL MEDICAL (ITALY) SRL
00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

manages in the factory of:

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:
Cold chemical washer disinfector and sterilizer for endoscopes
Cold chemical sterilant for medical devices
Disinfectants for medical devices
Multi-enzyme detergent, decontaminant disinfectant for medical devices
Disinfectants, decontaminants and detergents for medical devices
Disinfectants and detergents for medical devices
Decontaminants and disinfectants for medical devices
Storage and transport systems for endoscopes

Washer disinfector for endoscopes

series and type refs in the Annex
with the relevant essential requirements of the aforementioned directive (from design to final inspection

and testing) and it is subject to surveillance as specified in section 5 of Annex Il. For class lll devices, this
certificate is valid only with the relevant EC Design-Examination Certificate of Annex I1.4.

Reference to IMQ files Nos:
DM15A0449933-01; DM15E0572628-01; DM16A0607476-01; DM16-0000589; DM 16-0002190-01; DM19-
0043082-01; DM19-0043104-01; DM20-0050214-01; DM20-0048482-01; DM20-0051086-01; DM20-0047938-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

=z

Date: 2015-07-20 —
Updated: 2020-05-08 Bocu5ig,
Substitution Date: 2020-04-07 IMQ

Expiry Date: 2024-05-26

IMQ S.p.A. | 1-20138 Milano

This Approval Certificate is subjected to the provisions laid down in the “"IMQ regulation for the certification

of Medical Devices - CE Marking - Directive 93/42/EEC". | Via Quintiliano 43 |

www.imq.it




Mod. 4606/0

EC CERTIFICATE

Certificate No 1812/MDD

Annex

Cold chemical washer disinfector and sterilizer for endoscopes

Type ref. MEDIVATORS ISA
Trade mark Cantel Medical (Italy) S.r.l.

Cold chemical sterilant for medical devices
Type ref. ADASPOR PRONTO; ADASPOR CONCENTRATO, ADASPOR M CONCENTRATO; ADASPOR
MONODIE; ADASPOR PENTADIE; ADASPOR SINGLE SHOT; PROLYSTICA AUTO PAA; ISASPOR SINGLE SHOT;
ADASPOR PLUS SINGLE SHOT, ADASPOR PLUS PRONTO (READY TO USE); ADASPOR PLUS CONCENTRATO;
ADASPOR PLUS MONODIE; ADASPOR PLUS PENTADIE, ADASPOR PLUS M CONCENTRATO.
Trade mark CANTEL

Disinfectants for medical devices

Type ref. BLUESTERIL ALCOLICO; BLUESTERIL FERRI; BLUESTERIL SPRAY.
Trade mark CANTEL

Multi-enzyme detergent, decontaminant disinfectant for medical devices

Type ref. NEO PROTEOZIM PLUS 500; PROTEOZIM PLUS 400.
Trade mark CANTEL

Disinfectants, decontaminants and detergents for medical devices

Type ref. ISACLEAN, PROTEODONT.
Trade mark CANTEL

Disinfectants and detergents for medical devices
Type ref. BACTRYL SPRAY; BACTRYL WIPES; ISACLEAN SPRAY; SPOREXIN SPRAY; SPOREXIN WIPES;
SPOREXIN VACUUM.
Trade mark CANTEL

Decontaminants and disinfectants for medical devices

Type ref. PROTEAZONE; PROTEAZONE OD.
Trade mark CANTEL

Storage and transport systems for endoscopes

Type ref. CLEANASCOPE; CLEANASCOPE ADVANTAGE.
Trade mark CANTEL

Date: 2015-07-20 =FC i
Updated: 2020-05-08 - Y
Substitution Date: 2020-04-07 DocuSsg
Expiry Date: 2024-05-26 IMQ

This is a translation of the Italian text, which prevails in case of doubts



Mod. 4606/0

\IMQ EC CERTIFICATE

Certificate No 1812/MDD

Annex

Washer disinfector for endoscopes

Type ref. INNOVA E3s; INNOVA E3s CMS; INNOVA E4s CMS.
Trade mark CANTEL

Date: 2015-07-20

Updated: 2020-05-08 =2
Substitution Date: 2020-04-07 DocuSizn
Expiry Date: 2024-05-26 IMQ

This is a translation of the Italian text, which prevails in case of doubts



DICHIARAZIONE

DI CONFORMITA CE

EC DECLARATION OF CONFORMITY

Nome del Fabbricante
Manufacturer's Name

CANTEL MEDICAL (ITALY) S.R.L.

Indirizzo del Fabbricante
Manufacturer's address

Via Laurentina, 169 — 00071 Pomezia (Roma) - Italy

Nome del Dispositivo Medico
Name of the Medical Device

MEDIVATORS ISA

Codice Identificativo
|dentification code

ISA/CE/007

Classe del prodotto
Device Class

lib

Destinazione d’'uso
Fields covered

Lava-Disinfettatrice chimica a freddo per endoscopi.
Cold chemical Wash Disinfector for endoscopes

Sistema di Qualita
Quality System

UNI EN ISO 9001 — UNI EN ISO 13485

Organismo Notificato
Notified Body

IMQ S.P.A.— via Quintiliano,43 — 20138 Milano — Italy

Numero Certificato CE
CE Certificate No.

1812/MDD

La sottoscritta CANTEL MEDICAL (ITALY) S.R.L., dichiara che il dispositivo Medico MEDIVATORS
ISA & conforme ai requisiti dell’ Allegato Il della Direttiva 93/42/CEE e s.m.i. e risponde ai requisiti

essenziali della direttiva suddetta
finale.

ad esso applicabili, in tutte le fasi dalla progettazione al controllo

La CANTEL MEDICAL (ITALY) S.R.L. dichiara, inoltre, che il prodotto & conforme alle seguenti

normative:

UNI EN ISO 15883-1
UNI EN ISO 15883-4
UNI CEN ISO/TS 15883-5
IEC 61010-1
IEC 61010-2-040
EN 61326-1
CEI EN 62366

The undersigned CANTEL MEDICAL (ITALY) S.R.L.. declares that the medical device
MEDIVATORS ISA meets the requirements of Annex Il of EEC Directive 93/42 and its revised

version and meets the applicable

provisions thereof with the relevant essential requirements of the

aforementioned directive from design to final inspection and testing.
CANTEL MEDICAL (ITALY) S.R.L. also claims that the product meets the following standards:

Data/date 11/09/2017

UNI EN SO 15883-1
UNI EN ISO 15883-4
UNI CEN ISO/TS 15883-5
I[EC 61010-1
IEC 61010-2-040
EN 61326-1
CEI EN 62366

MANAGING DIRECTOR

‘J.UP
I A

GIORNO/DAY - MESE/MONTH

Mod. 4.16 Ed.05 del 11.05.2015

v
- ANNO/YEAR




D

* X * ** ( - {
| * * . i
THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

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

CANTEL MEDICAL (ITALY) SRL
VIA LAURENTINA 169 - 00071 POMEZIA (RM)

has implemented and maintains a

Quality Management System

for the following scope:

Design, development, manufacturing of disinfectants, sterilizers and detergents for medical
devices. Design, development, production, sales and technical service of device for
washing, disinfection and sterilization of medical devices. Design, development,
production management of conservation and transport systems for endoscopes
Further clarifications regarding the applicability of UNI CEI EN ISO 13485:2016 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
UNI CEI EN ISO 13485:2016

Issued on: 2021 - 01 - 21
Expires on: 2024 - 07 - 05

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

Registration Number: IT - 126041

'o%,zuu'

Alex Stoichitoiu Ing. Mario Romersi

President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Cettification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
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 S1Q 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.iqnet-certification.com
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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

= 7 System Certification in the world.
WWW'Imq'It IQNet is composed of more than 30 bodies and counts

CERTIFICATO N. over 150 subsidiaries all over the globe,
CERTIFICATE N.  1250.2019

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

CANTEL MEDICAL (ITALY) SRL
VIA LAURENTINA 169 - 00071 POMEZIA (RM)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA LAURENTINA 169 - 00071 POMEZIA (RM)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Progettazione, sviluppo, produzione di disinfettanti, sterilizzatrici e detergenti per dispositivi
medici. Progettazione, sviluppo, produzione, commercializzazione e assistenza tecnica di
dispositivi per il lavaggio, la disinfezione e la sterilizzazione di dispositivi medici. Progettazione,
sviluppo, gestione della produzione di sistemi di conservazione e trasporto di endoscopi
Design, development, manufacturing of disinfectants, sterilizers and detergents for medical
devices. Design, development, production, sales and technical service of device for
washing, disinfection and sterilization of medical devices. Design, development,
production management of conservation and transport systems for endoscopes

Ulteriori informazioni riguardanti I'applicabilita dei requisiti UNI CEI EN ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of UNI CEl EN 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
1997-07-25 2021-01-21 2024-07-05

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

La data di prima certificazione & riferita al rilascio da parte di altro Organismo
First certification date is related to issue date of another Certification Body

FEDERAZIONE

ACCREDIA

ENTE ITAUANO Df ACCREDITAVENTO. ~

SGQ N° 005 A www.cisq.com

La validita del a annuale e riesame completo . X 4 . 5

Membro degll Accordi di Mutuo del Sistema di Gestione con periodicita triennale ? Organismo di Certificazione Federato CISQ CISQ é la Federazione Italiana di Organismi di
Riconoscimento EA, IAF e ILAC The validity of the certificate is submitted to annual audit and a reassessment www.imq.it Certificazione dei sistemi di gestione aziendale.
Signatory of EA, IAF and ILAC of the entire Management System within three years CISQ is the Italian Federation of management

Mutval Recognition Agreements A .
system Certification Bodies.



DMED DI D'IMPRIMA ANGELO

Via Campagna, 90 Fraz. Ramon-31037 LORIA (TV) - ltaly
Certified site:

Via Callalta, 47/B-31037 LORIA (TV) - ltaly

Bureau Veritas ltalia S.p.A. certifies that the Management System of the above organisation has
been audited and found to be in accordance with the requirements of the management system
standards detailed below

ISO 13485:2016

Scope of certification

Design, production management and technical assistance of equipment
for washing medical devices.

Certificate issued in accordance with the Technical Regulation ACCREDIA DT 02-DC Rev.00
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Original cycle start date: 02-March-2021
Expiry date of previous cycle: NA
Certification / Recertification Audit date: 22-January-2021
Certification /- Recertification cycle start date: 02-March-2021
Subject to the continued satisfactory operation of the-organization’s
Management System, this certificate expires on: 01-March-2024
Certificate No. - Version: IT304572 - 1 Issue Date: 02-March-2021

/]La"'—_“ SGQ N° 009A

GIORGIO LANZAFAI&Iﬁ( Local Technical Manager R e

Certification body address:
Bureau Veritas ltalia S.p.A., Viale Monza, 347 - 20126 Milano, ltalia

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organisation.

To check this certificate validity please refer to the website www.bureauveritas.it
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https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J

OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

Single Registration-No. N/A
2. Article(REF)No. / Article Name Please refer to Attachment 1
3. Product designation Please refer to Attachment 1
4. Serial or Lot No. range Please refer to Attachment 1
5. Product classification Please refer to Attachment 1

6. Authorized representatives in EU
Name Olympus Europa SE & Co. KG

Address Wendenstrasse 14-18, 20097 Hamburg, Germany

7. Declaration

This declaration was made in sole responsibility of the manufacturer.
The stated product complies with the requirements of following European Directives and Regulations.

The declarations is based on: (EU)2017/745 Annex IT1IIT
2011/65/EU, (EU) 2015/863

Place, Date: Tokyo, 2020/3/6

Signature: /)/}L
A e {
& - =

Director
Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs
Mitsumasa Okada

OEV321UH 2



ATTACHMENT 1

4 The EU-Declaration of Conformity is valid for the following articles:

OLYMPUS

N GMDN Article(REF)No. . . S
Product designation ICND Article Name Serial or Lot No. range UDI-DI Basic UDI-DI Classification
4K UHD LCD MONITOR 35616 OEV321UH from 7010001 to 04953170418730 495317010311025101000A7 Class I

4+ Applied Standards [RoHS,RED,LVD,EMC]

[RoHS]  EN50581:2012

Refer to the GSPR Checklist for above mentioned product. [MDR]

<4 Intended purpose:

4 Included items

Product designation

Article(REF)No. Article Name

N/A

N/A

The LCD Monitor is intended to provide 4K 2D color video displays of images from endoscopic /laparoscopic camera systems and other compatible medicalimaging systems. The LCD Monitor is a wide-screen, high-definition,
medical grade monitor for real-time use and is suitable for use in hospital operating rooms, surgical centers, clinics, doctors' offices and similar medical environments.

4 Serial or Lot No.

Directive/Regulation Serial or Lot No. range Starting from Ended at Serial or Lot No. range Starting from
(EU)2017/745 - - 7010001
93/42/EEC 7900052 7909999 -
2011/65/EU, (EU) 2015/863 7900052 -

1/1

OEV321UH_2



	Medical Devices Directive 93/42/EEC
	The National Standards Authority of Ireland as a duly designated
	Notified Body, (identification number 0050), for the purposes of the European Communities
	(Medical Devices) Regulations (S.I. No. 252 of 1994)
	APPROVES THE QUALITY SYSTEM APPLIED BY
	to the Product Family
	Endoscopic Irrigation Pump and Insufflator
	The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of Conformance for this product family is hereby authorised.
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