EC Certificate TOVRheinland

Directive 93/42/EEC Annex Il, excluding Section 4

Manufacturer:

Products:

G

Expiry Date:

Full Quality Assurance System
Medical Devices

Registration No.: HD 60144066 0001

Report No.: 12018179 051

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,

Hachioji-shi, Tokyo

192-8507 Japan

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

(see attachments for products included)

Replaces Approval, Registration No.: HD 60123878 0001

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 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 Il, section 4 is required.

Effective Date:

Date:

2019-10-31

2019-10-31

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.




F

|
|
|
|

TUVRheinland

TUV Rheinland D95 Hika BEF: @
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60144066 0001

Report No.: 12018179 051

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

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

Products inciluded:

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

Date: 2019-10-31

M.Sc. M. Aihara




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

Medical Devices

Registration No.: DD 60144068 0001

Report No.: 12018179 052

- 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 60123877 0001

. Expiry Date: 2024-05-26

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
aforementloned directive. For placmg on the market of class | 2t class Ill devices covered by this
nnex

Effective Date: 2019-10-31

Date: 2031.9-210-31

M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraBe 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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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

. Country: JAPAN
This public document
. has been signed by Yukihiro Nakashima
. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
. bears the seal/stamp of Yukihiro Nakashima, Notary

Certified ]
at Tokyo. 6. 6 December 2019
by the Ministry of Foreign Affairs
19-N2097567
Seal/stamp: 10. Signature
T. Tanaka
Toshie TANAKA

T OHMENE.

For the Minister for Foreign Affairs




Registered No. 500, 2019

NOTARIAL CERTIFICATE

This is to certify that the attached copy of document exactly

corresponds with the original.

Dated this 6th day of December, 2019.

ToKkY0 LEGAL AFFARS BUREAU

NOTARY

7—6 AZUMA-CHO
HACHIOJI-SHI
TJOKYO JAPAN

Yukihire Nulmhima

Yukihiro Nakashima
NOTARY
7-6 AZUMA-CHO HACHIOJI-SHI TOKYQ
Tokyo Legal Affairs Bureau




[lepeBoi C aHITIMICKOTO A3bIKa Ha PYCCKHH S3BIK:

. ®
TUVRheinIar_\d

Ceprudukat B popmate EC
TTnpextusa 93/42/EEC, Ilpunoxenue 11, nexiovas pasaen 4
CucremMa noJTHOTO o0ecneYyeHusl KauecTBa
MeHIHHCKAX H3/1eJIHH

Peructpanuonnsiii Ne: HD 60144066 0001

OTruer Ne: 12018179 051

IIpousBoauTEb: OJINMIIAC MEJUKAJI CUICTEMC KOPIIL.
2951 NmmukaBa-4o0
Xaunomxu-mu, Toxkmo 192-8507
SInonust

IIpoxykTsI: Ju3aiie u pa3paboTKa, IPOU3BOICTBO MEIHIIMHCKHAX
SHIOCKOMMYECKHX CHCTEM, MPOLYKTOB JUIS JHATHOCTHKH, OIEPAii H
JICUCHUS

(CMOTpI/I IIPUITOKEHUEC C BKJIIOUEHHUEM IIPOAYKTOB U JOIOJIHUTCIBHBIX
IIPOU3BOCTBECHHBIX IIJ'IOHIaHOK.)

3amensieT ogobpenue ¢ perucrpanzonasmM Ne: HD 60123878 0001

Cpoxk aeicTBusi: 2024-05-26

HoTudpuuupoBaHHbI OPraH HACTOSIUHUM J€KJIAPHPYET, “TO MNepPeuHCICHHbIC NPOAYKTbI COOTBETCTBYIOT
tpeGosanusim Ipunoxenns II, wmckmoyvas Pasnen 4, x JupextuBe 93/42/EEC, B KOTOPYI0 BKIIIOYEHBI
nepedrcieHHble POAYKTHI. BbIlIeynOMAHYThI NPONU3BOANTEL BHEAPHI H npuUMeHsieT cucTeMy ofecneyeHust
KayecTBa, KOTOpas MPOXOAMT MNepHOAMYECKHEe MNPOBEPKH, ONpeJeeHHbIC B Mpunoxennn II, pasgen S
BbIlIeykaszanHoii JlupexTusbl. Jljisi BeIMyCKa B ofpamenne Ha PBLIHOK H3/lenii u ycrpoicrs Kmacca 111,
OXBAYEHHBIX JIAHHBIM CepPTH(MHKATOM, Heo0XONUM cepTH(HKAT HCCIeI0BAHMS AM3alHA B COOTBETCTBUMM C
Ipunoxennem I1, Pasnen 4.

JlaTa BCTyIUICHHSI B CHUTY 2019-10-31 HoruduunpoBaHHbIii oprau

Hdarta 2019-10-31 - MOJINUCh :
Marwuctp Hayk M. Auxap

Kpyrnas nedars ¢ gorotunom: THOD Paiirnani DnJlxudit [pomakte I'M6X
CepTuduIMpyIOmuii Oprad
THO® Paitnnann

TIO® Paiinnana Dalxadii Mpoaakre I'm6X — Tummrpacce 2 -90431 Hriopubepr

TIO® Paiinnana Da/lxudii lpogakre I'M6X — HOTHGUUHMPOBAHHBIN OPraH B COOTBETCTBHH C JupexTHBOk
93/42/EDC KacaTebHO MeINIHHCKHX H3IeNHil, ¢ HIeHTHPHUKAIMOHHBIM HoMepom 0197



. ®
TUVRheinland

JoxymenT 1/1 Pemaxis (

THO® Paiiniana
Da-Txu-Jii Mpogaxte I'moX
Tuwanumrpacce 2, 90431 Hropuoepr

Ipuiaoxenne k Ceprudukary

PerncrpandoHHbIH Ne: HD 60144066 0001
OTruer Ne: 12018179 051
IIpousBoauTEb: OJINMIIAC MEJTUKAJI CUCTEMC KOPIL

2951 NmukaBa-40
Xaunomxu-mu, Tokuo,
192-8507 SImonust

BKJIIOUEHBI ClIeTYIOLIHE TPOAYKTHI:

MenunuHCKUe 3HIOCKOIIMYECKNE CHCTCMBI

OHI0CKOIIBI

DHIOTEpaneBTHYECKHE YCTPOHCTBA

IMporeccopsl Ans BU3yasiu3aliu

Hacocs! 1711 9HIOCKOIHH

Hcrounuku ceerta

YcTpoicTBa TSt ONpeNiesIeHUs MOJIOKEHHUS U TO3UIIMOHNPOBaHU
DneKTpoTepMHUYECKUe YCTPOMCTBA UL KayTepU3alluu
HHTerprupoBaHHbIE SHAOXUPYPTHICCKHE CHCTEMBI

VCTpoCTBa TS PETyTUPOBKH 3HI0CKONOB/yIPaB/ISHHUS IHI0CKONaMHU
DeKTpOXUpyprudeckoe 060pyI0BaHHe

30H/IbI ¥ AATYUKH JJIS YIIBTPa3ByKOBBIX TUTOTPUIITOPOB
Jlanapockornuueckue HHCY QQsaTopb

VY IBTpa3ByKOBOE XUPyprudeckoe 06opynoBaHHe

ITpuGops! 11s Ae3HHPEKIIH

KaricysibHBIE SHIOCKOTIbI M CHCTEMBI

CucTeMbl BU3YaIU3aliH Ul YIbTPa3sByKOBOM JUarHOCTUKH

HoruduuupoBaHHbIH Oprax

Jlata 2019-10-31 1 (0)11315(9)

Maructp Hayk M. Auxapa

Kpyrnas neyars ¢ gorotunom: THO® Paitrnan An xudi [ponakre I'M6X

CepTuduiupyIoIuii oprai
THO® Paitunang



TUVRheinland

Ceprudukar B popmate EC
Mupextuna 93/42/EEC, IIpnioxenue V
Ob6ecneyeHue KaYecTBa NPOM3BOACTBA
MeAMIHHCKHX H3eJui

Perncrpanuonnsiii Ne: DD 60144068 0001

-

OTruer Ne: 12018179 052

IponsBoauTeb: OJIMMIIAC MEJHUKAJI CUCTEMC KOPIL
2951 Mmukaga-40
Xaunomxu-mn, Toxuo 192-8507
Snonns

IIpoayxTsI: CTepuiIbHBIE 9SHIOTEPANEBTAYECKHS H3JENHA, IPUMCHICMBIC
COYETaHuHd C IHIAOCKOIAMH, CTCPHJIbHBIC HEAKTHBHBIC HHCTPYMEHTD
IpEMeHsEeMble B COYETAHMA C OHAOCKONAMH, M  CTCPHIIBHBI
HEeaKTUBHbIE HMHCTPYMEHTBI, IIpHMEHsSeMble B  COUCTaHHHM
MEIUIMHCKAME CHCTEMaMd  YJIBTPasBYKOBOM  JIHMArHOCTHYECKO
BH3YaAJIM3ALUH.
BameHseT Y TBEPKICHUE C PETHCTPAIIHOHHBIM HOMEPOM
DD 60123877 0001

Cpox geiicrBusi: 2024-05-26

HoruduuupoBaHHblii OPraH HAaCTOSIIUMM /IEKJIAPUPYET, H“TO MEPEHHCIEHHBIE B COHCKe MPOAYKT
cooTBercTBYIOT TpeGoBanusim Ilpuioxenns V k Jlupekruse 93/42/EDC. BrimieynoMsaHyThId NPOH3BOIUTE)
BHEAPHI M TPHMEHsieT cucTeMy o0ecreueHHsi Ka4ecTBa, KOTOpas NPOXOAMT nepHoaNYECKHE NPOBEPK
onpeneennbie B Ipunoxkenun V, pasaen 4 BblleyKa3aHHOH JupexkTuebt. JJisi Bhiycka B o0pauleHne |
phiHOK u3sesuii u yerpoiicts Kiaccos 1Ib n I1I, oxBaYeHHBIX AAHHBLIM CePTH(PHKATOM, HEOGXOAHM CepPTHHHK:
HccJe0BaHNs IU3aiiHA B COOTBETCTBUM C Ilpmoxenuem 1L

J{aTa BCTyIICHHS B CHJTY 2019-10-31 HoruduuupoBaHHbIii opraf

Jlarta 2019-10-31 -[TOJIIHCH
Maructp Hayk M. Auxapa

Kpyrnas nevats ¢ gorotunom: THO® Paiinnan On)bxudi [pogakre I'm6X
Ceprudymupyromui opral
THO® Paiinnana

TIO® Paiimnana Dalxudii Mpogakre I'm6X — Tuywmmmrpacce 2 -90431 HropuOepr

TIO® Paiitnnana dalxudii Ipoaakte I'M6X — HOTHGUUMPOBAHHBIH OPraH B COOTBETCTBUM € JupexTHBOIi
93/42/EDC KacaTeibHO MeARIMHCKHX M3/, ¢ HACHTH(GHKAUNOHHBIM HOMEPOM 0197



Cnemyer yIOCTOBEPUTENBHBIH JHCT HoTapuyca IOxkmxwpo Hakammma Ha SIIOHCKOM SI3BIKE C
IIEPEBOJIOM Ha aHTTIUHCKUH SA3BIK.

AMOCTWUJb
(Convention de La Haye du 5 Octobre 1961)
(T"aarckast KOHBEHIHSI 0T 5 OKTAOps 1961 rona)

1. Crpana:  SAIIOHWA
Hacrosmuii opuimanbHeLd JOKyMEHT
2. mommucan FOxuxmpo Hakammma

3. BRICTYIAIONIMM B KauecTBe HoTapuyca IOpuamaeckoro arenrcTBa Tokuo
4. ckperieH nedarsio/mramnoM IOkuxupo Hakamuma, HoTapuyca

YIOCTOBEPEHO

5. B Toxno 6. 6 nexabps 2019 rona
7. MunuctepctBoM MHOCTpaHHBIX A€
8. 19- Ne 097567

9. Ileyars/mrrammn: 10. IToxmwmce:
- IOAIHUCH
Tomme TAHAKA,
3a Munuctpa Unoctpanssix Jlen

I'ep6oBast mevars: SnoxHus MuruCTEPCTBO HOCTpaHHBIX JIEIT

Peructparuonssiit Homep 500, 2019
HOTAPUAJIBHOE YAOCTOBEPEHHE

HacrosmuM ymocTOBepsieTCs, 4TO IIpriIaracéMasl KOImHs JOKyMEHTa TOYHO COOTBETCTBYE!
OpHUTHHAIY.
JlatupoBano cuM 6 guciioM aexadps Mecsna 2019 rona

-IIOAIINCH
IOxuxupo Hakamuma
HOTAPUYC
7-6 ABYMA-Y0O XAUYMOJDKU-IIIN, TOKHNO
IOpunuueckoe ArenrctBo Tokuo

OBaspHas nevath:  FOpuamdeckoe areHTcTBO ToKHO
HOTAPUYC
7-6 ASYMA-UO XAUYNO/DKU-1TN, TOKHMO, ATIOHUA



Ilepesoo oannozo mexcma gvinonnen nepegooyuxom Kpannunvim [Jenucom Anexcanoposuiem

.

Poccuiickas ®@enepanus

I'opox Mocksa.

YeTbIpHAAATOr0 SHBAPS JABE ThICSIYH ABAANATOrO rojaa.
S, Heitnexo Jlronmuia BanepueBHa, BpeMEHHO HCIOJHSIOMAs O053aHHO
Mockssl IIpokomenkoBoit Enensl EBreHbeBHBI, CBUIETEIBCT o
nepesonunka Kpamnuna Jlenuca AnexcanipoBuya. A
[Tonmuck caenana B MOEM IIPUCYTCTBHH.
JIM4HOCTH OANKCABIIETO TOKYMEHT YCTAaHOBJICHA.

em:m apnyca ropon

3aperucTpupoBano B peectpe: Ne 21/86-1/77-2020-7 4 / £

HCKO

7 ./ mact(-a,-0B).

O

o

Lo /‘V B. Jleitnexo
/," 2 e
A o A it oc,




	EC certificate OMSC expiry date 05.26.2024
	KvitkoKha_200805-144729-127

