EC CErtiﬁcate TﬂVRheil'\Ia:id
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60123878 0001

Report No.: 12018179 022

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 and additional sites included)

Replaces Approval, Registration No.: HD 60078827 0001

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex Il, 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 Ii,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

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

Effective Date: 2017-11-03

\m\ TV Rtz | Wﬂ/@g
\”‘0.\-,.“-%. J,;\'\a .Sc. M. Aihara
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~tlarungs®
- =25

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Date: 2017-10-12

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
Date: 2022.08.03 15:59:57 EEST
Reason: MoldSign Signature

Location: Moldova
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Traducere din limba engleza

AN

TUVRheiniand
APROBARE

Directiva CE 93/42/CEE Anexa II, excluziind Sectiunea 4
Sistem complet de asigurare a calitiitii

Echipamente medicale

Nr. Inregistrare: HD 60123878 0001

Nr. Raport: 12018179 022

Producitor:  Olympus Medical Systems Corp.

2951 Ishikawa-cho

HACHIOJI-SHI, TOKIO 192-8507

JAPONIA

Produse: Proiectare §i dezvoltare, productie de sisteme de endoscopie medicald, produse de
diagnostic, operagie §i tratament.
(a se vedea atasamentele pentru produse si locatii suplimentare incluse)
[nlocuieste Aprobarea cu nr. de inregistrare: HD 60078827 0001

Data expirarii: 02.11.2022

Organismul Notificat declard prin prezenta cé au fost indeplinite cerinele Anexei I, excluzand secfiunea
4 a directivei 93/42/CEE pentru produsele specificate. Producitorul mai sus mentionat a stabilit si aplica
un sistem de asigurare a calitdii, care este supus unei supravegheri periodice, definitd in Anexa lI,
secfiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa III acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa I,

secjiunea 4.

Data intrrii in vigoare: 03-11-2017

Data: 12.10.2017

Organism notificat

Stampild:

TUV Rheinland LGA Products GmbH
Zertifizierungsstelle

M.Se¢. M, Aihara

(semniturd indescifrabild)

} TUV Rheinland LGA Products GmbH - TillystraBe 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 numarul de identificare 0197

FEOMANIA

MINISTERUL JUSTITIE) |

MIrA FANEA-IV Mnifl‘a;?
TEADUCATOR AUTORIZAN

|
! ; i
i |
. \ ol
| ENGLEZA * FRANCEZA, |
i i

AUT, NR, 22089 §
ik, BYAR47 1452
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TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60123878 0001

Report No.: 12018179 022

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 Regulation/Control Units
Electrosurgical Equipment

Probes and Transducers for Ultrasonic Lithotriptors
Laparoscopic Insufflators

Ultrasound Surgical Equipment
Disinfecting Units

Capsule Endoscopes and Systems
Ultrasound Diagnostic Imaging Systems

,/igrLGA“N\_
xgﬁ;
\\w

Date: 2017-10-12

ot
adt®

Doc.

\\——'M’Sc M. Aihara

TUVRheinland

1/1, Rev.0
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R ®
TUVRheinland
. Doc. 1/1 Rev. 0
TUY Rheinland
LGA Products GmbH

Tillystrafie 2, 90431 Niirnberg
Atasament la

Certificat

Nr. de inregistrare: HD 60123878 0001
Nr. raport: 12018179 022

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 electrotermica
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde §i traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare laparoscopice
- Echipamente chirurgicale cu ultrasunete
- Unitati de sterilizare
- Sisteme gi endoscoape capsuld
- Sisteme de imagistica pentru diagnostic cu ultrasunete

Organism notilicat
Stampila:
TUYV Rheinland LGA Products GmbH
Data: 12.10.2012 Zertifizierungsstelle
M.Sc. M. Aihara
(semndrturd indescifrabild)

o T AANIA
I AN~

| MINIS] ERLIL J\:‘IS i‘! i 'a
| MUNA FANEA-AVANDVY
| TRADUGATOR AUTORIZE
' EEA ¥ FRAMCEZS
JT. NF. 2ROBS
[74BA718082

Page 45 of 83



EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60123877 0001

Report No.: 12018179 022

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

Products: Sterile Endotherapy Devices used in conjunction with
Endoscopes, Sterile Non Active Instruments used in
conjunction with Endoscopes and Sterile Non Active
Instruments used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems
Replaces Approval, Registration No.: DD 60116725 0001

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex V 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 V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

a8 LG4 o,
/o ~"To, Notified Body
Effective Date: 2017-11-03 /& P &,
1S/ X"
3 \8
V' "TUVRReini 2. |
Date: 2017-10-12 \”' e :
" .Sc. M. Aihara

Ty -
SN
., ._!Q;ungsf/’

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.
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Traducere din limba engleza

L

TUVRheiniand
CERTIFICAT CE
Directiva CE 93/42/CEE Anexa V
Asigurarea calititii productiei
Echipamente medicale

Nr. Inregistrare: DD 60123877 0001
Nr. Raport: 12018179 022

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

Produse: Echipamentelor sterile pentru endoterapie, utilizate impreuna cu endoscoape, instrumente
sterile non-active utilizate impreund cu endoscoape si instrumente sterile non-active
utilizate impreund cu sisteme medicale de imagistica diagnostic cu ultrasunete.
Tnlocuieste Aprobarea, nr. inregistrare: DD 60116725 0001

[Data expirarii: 02.11.2022

Organismul Notificat declard prin prezenta cd au fost indeplinite cerinjele Anexei V a directivei
93/42/CEE pentru produsele specificate. Produciitorul mai sus mentionat a stabilit si aplicd un sistem de
asigurare a calitafii, care esle supus unei supravegheri periodice, definitd in Anexa V, sectiunea 4 a
directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa [Ib si clasa Il acoperite
de acest certificat, este necesar un certificat CE de examinare tip in conformitate du Anexa [IL

Organism notificat

Stampila:

Data intrdrii in vigoare; 03-11-2017 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara

Data: 12.10.2017 (semnéturd indescifrabild)

. TUV Rheinland LGA Products GmbH — TillystraBe 2 — 90431 Niirnberg
TUV Rheinland LGA Products Gmbl este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numirul de identificare 0197

[ HUMANIA [
|  MINISTERUL JUSTITH

| M2 FANEA-IVANDY
‘ TRADUCATOR AUTORIZAT

ENGILEZA * FRANC
AUT. NR. 22069
TEL - Q745ATIARD
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