
OLYMPUS 

EU-DECLARATION OF CONFORMITY 

1. Manufacturer

Single Registration-No. 

2. Article(REF)No. / Article Name

3. Product designation

4. Serial or Lot No. range

5. Product classification

6. Authorized representatives in EU 

Name 

Address 

Single Registration-No. 

7. Declaration

OLYMPUS MEDICAL SYSTEMS CORP.

2951 lshikawa-cho, Hachioj i-shi, Tokyo 192-8507, Japan

NIA 

Please refer to Attachment I

Please refer to Attachment 1

Please refer to Attachment I

Please refer to Attachment 1

Olympus Europa SE & Co. KG

Wendenstrasse 20, 20097 Hamburg, Gennany *
*Until 31 May 2021 Wcndenstrasse 14-18, 20097 Hamburg, Germany 

TBA 

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:

8. Notified Body for MOD

Issued by 

Address 

Registration-No. 

Place, Date:

Signature: 

93/42/EEC
20 l l /65/EU, (EU) 2015/863

TOV Rheinland LGA Products GmbH

Tillystra13e 2, 90431 Nilrnberg, Germany

Registration-No.0 197

Tokyo, 2021/7/8

/ 
Director 

Product Quality Assurance 

Annex II

Medical Quality Assurance and Regulatory Affairs
Yoshihito Horikawa

OLYMPUS CF-Hl85L_l 



A TI ACHMENT l OLYMPUS 

♦The EU-Declaration of Conformity 1s valid for the following articles· 

EMDN Product des1gnauon GMDN Anicle(REF)No. Serial or Loi No. range UDI-Dl Basic UDI Dr Cl,m,ofic.111011 (CND) Article Name 

EVJS EXERA Ill COLONOVIDEOSCOPE 36117 OLYMPUS CF- From 2132940 10 NIA NIA C'lu1 Ila Hl 85L 

EVJS EXERA In COLONOVlDEOSCOPE 36117 OLYMPUS CF-H 1851 From 2132043 10 NIA NIA n ... 11. 

♦ Applied Standards [RoHS,RED,L VD,EMC] ♦ Included items

r
oHS) EN IEC 63000 : 2018 Product designation Art1clc(REl')No Arhtle N•me 

SINGLE USE COMBINATION CLEANING BRUSH 0W-1IH 
Refer to the Essential Rcqmrcments Checklist for above mentioned product. [MDD) SINGLE USE BIOPSY VALVE MAJ ISS5 

AUXILIARY WATER TUBE MAJ 8'Vi 
ETO CAP MB 156 

SUCTION CLEANING ADAPTER Mll-85(, 
CHANNEL PLUG Mll-944 
INJECTION TUBE Mll-946 

AW CHANNEL CLEANING ADAPTER Mll-948 

♦ Intended purpose: 

This instrument is intended to be used with an Olympus video system center, light source,documentation equipment, monitor. Endo Therapy accessones (such as a biopsy forceps), and other ancillary equipment for endoscopy and 
endoscopic surgery. 

♦ Sena! or Lot No. 

D1rectivc/Regulat1on Re-,ssued Doe-Serial or Lot No. range Starting from Ended at New DoC-Serial or Lot No. range Starting from 
93/42/EEC L:2200001, 1:2200001 . 

2011/65/EU L:2400252, 1:2400238 L:2132939, 1:2132042 
2011/65/EU, (EU) 2015/863 L:2 I 32940, 1:2132043 

2/ 2 OLYMPW 



Vertimas is angly kalbos 

OLYMPUS 

ES A TITIKTIES DEKLARACIJA 

I. Gamintojas ,,OLYMPUS MEDICAL SYSTEMS CORP." 

2951 Ishikawa-cha, Hachioj i-shi. Tokijas 192-8507, Japonija 

Vienkartinis registracijos 'r. Netaikoma 

2. Prekcs �r. (kodas) / Prekes pavadinimas Ziureti I prieda

3. Produkto paskirtis

-1. Scrijos ar partijos Nr. interval.is 

5. Proclukto klasc

6. (galioticji atstovai ES

Pavaclinimas 

Adresas 

Ziureti I prieda 

Ziureti I prieda 

Ziureti I prieda 

,,Olympus Europa SI:. & Co. KG" 

Wendenstrasse 20, 20097 I lamburgas, Vokietija* 
*I�, 2021 111. gcgui.cs 31 d. Wendcnstrassc 14-18. 20097 I lamburgas. Vokietija

Unilrnlus rcgistracijos Nr. 

7. Ocklaracija

Bus paskelbtas veliau 

Deklaracija parengta isimtinai gamintojo atsakomybe.
Nurodyti produktai atitinka toliau isvardintLJ Europos direktyv4 ir reglamemq reikalavimus.

Deklaracijos pagrindas: 

8. Notilikuotoji institucija l\lPPO klausimu

lsclave 

Aclrcsas 

Registracijos Nr. 

93/42/EEB 
20 I I /65/ES, ( ES l 20 15/863 

,,TUY Rheinland LGA Products GmbH" 

Tillystrasse 2, 90'-131, l\iurnbergas, Vokietija 

Registracijos Nr. 0197 

Vieta, data: Tokijas, 2021-07-08 

Paras.is: para.frls 

ProduktLJ kokybes uztikrinimo, 
medicinines kokybes uztikrinimo ir teises reikal4 

direktorius 
Yoshihito I lorikawa 

UZDA.K, JI AKC •4: E:E\Or'0\2 
. LISNORA'' 

II priedas 

,,OLYMPUS" CF-HI 85L_ I 



I PRIEDAS 

❖ l�'i at1t1k11es dcklarac1Ja gaho_1a tohau ,�,-ardmtoms prekems

Produkto pask,ms 

I \ IS EXl·RA Ill L.ARNY1'O \'IDl·OSKOl 'AS 

ISISl:.."\l·RA III' i.ARNY1'O VIOIOSKOPAS 

❖ l a1k�tm1 standana1 [PMA R!D. iJD. I MS) 

LN 11.C 63000 2018 

V,\11':\ 

36117 

36117 

l:\1PN.iC�D 

-

-

ir kontrolmJ pm alo1mu4 rc,kala, 1m4 auk��iau nuro,h1am proJuktu1 sara�� [MPD) 

❖ Numatyta pask1n1s·

l'rekes N r ( koda, l / 
l'rckes pa,-adm,ma, 

.. Ol YMPUS · CF-Hl85L 

.. 01 YMPUS'Cr-11185I 

OLYMPUS 

Sen_10, ar pan11os ;,.;r 1ntel"\ala!> UPK-PI l'agnndm1s UPK-PI KlilSC° 

Nuo 2132940 1k1 Neta1koma Ncw,koma Ila klas.: 

Nuo 213W43 1k1 Neta1koma 1'eta1koma Ila klasc 

❖ Jtrauku produkt,11

Produk10 pa,k,ms Pr eke, "-r ( koJa.,) 
Prekcs pavadm1mas 

VII '\KAR nr-.1s Bl t\DROS PASK!Rlll:.S VAi YMO SLPETI 11'> B\\'--1121 
VIL1'1KARTINIS BIOPSIJOS VO/1 UVAS MAJ-I 555 
P·\GAI 13INIS VANDI.NS VAMLDEL.IS MAJ-855 

ETO DANGTl:.LIS MB-156 

ADAPTERIS SIURBTUVUI VAL YTI MH-856 

V AM/DEL 10 J UNGTIS MH-944 

l"IJCKCIJV VAMZDELIS MH-946 

·\DAPTI RIS A\\ VAMZDLLIAMS VAL YT I MH-94S 

Sis mstrumenta.s skmas naudou su ,,01� mpus·' ,a,zdo s1s1cmos cemru, �,,csos Saltm1u. dokumema,,mo 1ranga monnonum,. ,.rndoThcrap, .. pneda,s (p\/, b1ops1_14 hl)plem,s) ir kna pagalbme endoskop1_1os ir cndoskopmcs
chirurg1_10s 1ranga 

❖ SenJos ar pam_10s Nr 

D1rekty,a/Reglamenta.s 
93142/EEB 

2011/65/ES 

2011/65/ES, (ES) 2015/863 

Pakanouna, ,�duotos AD scrqos ar pam_10s Nr 1111ervalas nuo 

l.:220000 I, 1:220000 I 

L:2400252, I :2400238 
-

LLDARO�I AKC \J� BE t-..DROVE 

,JISNORA'' 
\t' � A�er�t 

L.,f �y " s• ' V ,r, � Llll'lUc.:lla 

2/2 

lk1 Scn_1os ar parllJ<h Nr 111tcrvalas nuo 
-

L:2132939. r:2132042 
- L:2132940, 1:2132043 

{ 
I 11\ ,)!'\ 

... ) .,OL YMPl 'i .. CF-11185L. I 



UZ D A ROJI AKC \IE BENDROVE
,,LISNOR \" 
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-
1 L \
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