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OLYMPUS

EC — DECLARATION OF CONFORMITY

Manufacturer:

Single Registration
Number (SRN):

Product designation:

Article (REF) No. / Arti-
cle name:

Beginning with Serial
No. / Lot:

Product classification:

KEYMED (MEDICAL AND INDUSTRIAL EQUIPMENT) LTD.
KeyMed House

Stock Road

Southend-on-Sea

Essex §S2 5QH

United Kingdom

N/A

OFP-2 Flushing Pump System

Please refer to Attachment 1

Please refer to Attachment 1

Please refer to Attachment 1

This declaration was made under the sole responsibility of the manufacturer.

The stated product complies with the requirements of following European Directives:

The declaration is
based on:

EU Representative (EC
Rep)

Notified body
for products of class lla to llb:

Place, Issue, Date:

Signature:

Doc 1D

93/42/EEC as Medical Device Directive  1907/2006
amended by Directive
2007/47IEC A W
edical Device Regulation
2017/745 (Class | only)
2011/65/EU andthe  pous pirective 2017/821

commission delegated

directive 2015/863

Olympus Europa SE & Co. KG
Wendenstr.14-20, 20097, Hamburg, Germany

BSI Group

Say Building

John M. Keynesplein 9
1066 EP Amsterdam
Netherlands

Southend-on-Sea, Issue 7, 14.07.2021

e

Regina Galera

REACH (Registra-
tion, Evaluation
and Authorization
of Chemicals)

Use of Conflict
Minerals

C€

2797

RA/QA Manager and Deputy Person Responsible for Regulatory Compliance (PRRC)

KMF 00061, CR18945
Issue 22, 14 December 2020

Olympus KeyMed

Page 1 of 7



OLYMPUS

ATTACHMENT 1

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

Product designation GMDN Article (REF) No. / Article Beginning with UDI-DI Basic UDI-DI | Classification
name Serial No. / Lot
Part K10001143 Al 150197780
OFP-2 (EU) 03214 5019778 Clsslle
Part K10001144 Al 150197780 | MFO01QW (M?gu':‘;:‘:’)‘ X
OFP-2 (UK) 03221
B K10001141 Al 15019778 SE—
ushing Pum ass
R 63646 OFP-2 (US) 003191
K10001142 15019778
All PMDA Class Il
OFP-2 (JP) 003207 NIA
K10001145 5 15019778 ; Gzl
(MDD Annex IX
FP-
OFP-2 (ROW) 003238 I Rule 1)
Part K10007071 1501977800 Class |
Water Container (2L) (3) 61156 All (MDR Annex
MAJ-1603 3344
VI, Rule 2)
Part K10016091 All 150197780 | 2019778
Instrument Channel Adaptor (10
s plor(10) MAJ-1606 03528 S Class lla
60758 5
Part K10007072 150197780 (MDD Annex
nt Ch | Adaptor (100
Instrume annel Adaptor (100) MAJA08 o IX / Rule 2)

KMF 00061, CR18945
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OLVMrUS

All

Part K10016136
Instrument Channel Water Tube (10) b
MAJ-1607 03535
16779 -
Part K10001146 150197780
Instrument Channel Water Tube (50
50) MAJ-1607 03368
Part K10016135 All 150197780
Auxiliary Channel Water Tube (10
Y (10) MAJ-1608 03542
Part K10001147 Al 150197780
Auxiliary Channel Water Tube (50 64108
ry (50) MAJ-1608 03375
Part K10023086 All 150197780
Auxiliary Channel Water Tube Set (100
y N MAJ-1651 04716
Part K10020736 All 150197780
Augxiliary Channel Adaptor (100 60758
B Pler {400} MAJ-1652 04709
Part K10026641 All 150197780
Accessory Port Tube with Bottle Cap (10
ry p (10) MAJ-1681 05072
46102 Al
Part K10026686 150197780
Accessory Port Tube with Saline Spike (10
ry pike (10) MAJ-1682 05089
Part K10035002 All 150197780
Irrigation Tubing with CO2z (10
g g 2 (10) MAJ-2207 07700
Part K10035003 All 150197780
Irrigation Tubing with CO2 (10
g g 2(10) MAJ-2208 07717
62786 Part K10035004 All
a 150197780
Irrigation Tubing with Air (10
g g (10) MAJ-2209 07724
- ) o Part K10035005 All 150197780
Irrigation Tubing with Air (10
g 9 (10) MAJ-2210 07731

5019778
MF001QW

Class lla

(MDD Annex
IX / Rule 2)

KMF 00061, CR18945
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OLYMPUS

Insufflation Tubing with CO2 (10) Part K10037161 Al -
MAJ-2220 08516
T Part K10037162 All 150197780 sl
62786 oA e — 2019778 (MDD Annex
. ) o Part K10037163 All 160197780 MF001QW
Insufflation Tubing with Air (10) IX / Rule 2)
MAJ-2222 08530
Insufflation Tubing with Air (10) Part K10037164 All 150197780
MAJ-2223 08547
Applied Standards
Standard Standard Description Applicable to
EN ISO 13485:2016 | Quality Management System All products within DaC
BS EN ISO Risk Management for Medical Devices All products within DoC
14971:2019

BS EN 62366-1:2015

Medical Devices Part 1: Application of Usability Engineering to Medical Devices

All products within DoC

BS EN 1041:2008

Information supplied by the manufacturer of medical devices

All products within DoC

+A1:2013
BS EN 15223-1: Medical Devices — Symbols to be used with Medical Device Labels, Labelling and Information to be sup- All products within DoC
2016 plied
EN ISO 10993- Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management All products within DoC
1:2018 process
EN ISO 10993- Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity All products within DoC
5:2009 except
- OFP-2 flushing pump
KMF 00061, CR18945
BogD lssue 22, 14 December 2020
Olympus KeyMed
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ST

Standard

Standard Description

Applicable to

ISO 10993-7:2008

Biological evaluation of medical devices Part 7: Ethylene oxide sterilization Residuals

All products within DoC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

- MAJ-1606 instrument
channel adaptor

- MAJ-1652 auxiliary
channel adaptor

BS EN ISO 10993-
10:2013

Biological evaluation of medical devices. Tests for irritation and skin sensitization

All products within DaC
except
- OFP-2 flushing pump

EN ISO 10993-
11:2018

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

- MAJ-1681 Accessory port

tube with bottle cap

- MAJ-1682 Accessory port

tube with saline spike

ISO 10993-18:2020

Biological evaluation of medical devices — Part 18: Chemical characterization of medical device materials
within a risk management process

All products within DoC

BS EN 60601-1:2006
+A12:2014

Medical Electrical Equipment Part 1. General requirements for basic safety and essential performance

OFP-2 flushing pump

BS EN 60601-1-
2:2015

Medical Electrical Equipment Part 1-2: General Requirements for Basic Safety and Essential Performance
— Collateral Standard: Electromagnetic Disturbances — Requirements and Tests

OFP-2 flushing pump

IEC 61000-3-2:2018

EMC Limits for harmonic current emissions (equipment input current < 16 A per phase)

OFP-2 flushing pump

IEC 61000-3-3:2013

EMC Limitation of voltage changes, voltage fluctuations and flicker in public low-voltage supply systems,
for equipment with rated current < 16 A per phase and not subject to conditional connection

OFP-2 flushing pump

Doc 1D
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Standard

Standard Description

Applicable to

BS EN 11607-1:2020

Packaging for terminally sterilized medical devices Part 1. Requirements for materials, sterile barrier
systems and packaging system

All products within DoC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

EN ISO 11607-
2:2019

Packaging for terminally sterilized medical devices - Part 2. Validation requirements for forming, sealing
and assembly processes

All products within DaC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

EN 556-2:2015

Sterilization of medical devices - Requirements for medical devices to be designated "STERILE" - Part 1:

Requirements for terminally sterilized medical devices

All products within DoC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

ENISO 11137-
1:2015+ A2:2019

Sterilization of health care products — Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices

All products within DoC
except
- QFP-2 flushing pump
- MAJ-1603 water
container

ENISO 11737-
1:2018

Sterilization of medical devices - Microbiological methods - Part 1: Determination of a population of
microorganisms on products

All products within DoC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

ENISO 11737-
2:2019

Sterilization of medical devices - Microbiological methods - Part 2:
Tests of sterility performed in the definition, validation and maintenance of a sterilization process

All products within DoC

except

- OFP-2 flushing pump

- MAJ-1603 water
container

Doc ID

KMF 00061, CR18945
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Standard Standard Description Applicable to

BS EN Medical device software. Software life-cycle processes OFP-2 flushing pump
62304:2006+A1:2015

Intended Purpose

The Olympus OFP-2 Flushing Pump is a peristaltic pump intended to supply fluid to compatible Olympus endoscopes or endotherapy devices for irrigation of the
gastric and colonic mucosa during endoscopic or endotherapeutic procedures, allowing improved visualisation, diagnosis and treatment.

The pump can also assist in the use of transendoscopic ultrasound probes by rapidly filling the organ to be examined.

KMF 00061, CR18945
Doc D \esue 22, 14 December 2020
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OLYMPUS

ES — VYHLASENIE O ZHODE

Vyrobca:

Jednotné registratné
cislo (SRN):

Oznaéenie produktu:

inslo vyrobku(REF)/
_1azov vyrobku:

KEYMED (MEDICAL AND INDUSTRIAL EQUIPMENT) LTD.
KeyMed House

Stock Road

Southend-on-Sea

Essex SS2 5QH

Spojené kralovstvo

neuvadza sa

Systém preplachovacieho éerpadla OFP-2

Pozri prilohu 1

Pocénuc sériovym cCislom/ Pozri prilohu 1

Sarzou:

Klasifikacia vyrobku:

Pozri prilohu 1

Toto vyhlasenie bolo vydané na vyhradnu zodpovednost vyrobcu.

T Uvedeny vyrobok spina poziadavky tychto eurépskych smernic a nariadeni:

Vyhlasenie je vydané
Na zaklade:

“_I.‘
Zastupca EU (EC Rep)

Notifikovany organ
pre vyrobky triedy lla az llb:

Miesto, Datum
vystavenia:

Podpis:

Doc ID

Smernica o zdravotnickych

93/42/EHS poméckach 1907/2006 REACH

v zneni smernice (registracia,

2007/47/ES Nariadenie o Do
zdravotnickych poméckach chemikalii

20171745 (Iba trieda I) flcalii)

2011/65/EU Pouzitie

a delegovana . 2017/821 konfliktnych

Smernica Smenica RolS mineralov

komisie 2015/863

Olympus Europa SE & Co. KG
Wendenstr.14-20, 20097, Hamburg, Nemecko

BSI Group c €

Say Buildin
X . 2797
John M. Keynesplein 9
1066 EP Amsterdam
Holandsko

Southend-on-Sea, Issue 7, 14.07.2021

necit.podpis

Regina Galera
RA/QA Manazér a zastupca osoby zodpovednej za dodrZiavanie predpisov (PRRC)

KMF 00061, CR18945
Issue 22, 14. december 2020
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OLYMPUS

PRILOHA 1

EU Vyhlasenie o zhode plati pre tieto vyrobky:

Poéntc sériovym

Oznacenie vyrobku GMDN Cislo vyrobku(REF) / ¢islom / Sarzou UDI-DI  RZakladné UDI-DI| Klasifikacia
nazov vyrobku
Part K10001143 150197780 _
OFP-2 (EU) Vietky 03214 5019778 Taca in
Part K10001144 Vaetky 150197780 | Mrootqw | (MPD Priloha IX
/ Pravidlo 11)
OFP-2 (UK) 03221
renlachovacie Seroad K10001141 — 15019778 it
replacnovacie cerpaaqio se rieaa
P P 63646 OFP-2 (US) 4 003191 '
K10001142 ] 15019778 _
Véetky PMDA Trieda Ii
OFP-2 (JP) 003207 N/A
K10001145 . 15019778 Tnedafa
Vaetky (MDD Priloha IX
OFP-2 (ROW) 003238 precsenso
Trieda |
Nadob du (2L) (3 61156 i Véetk SRS G MDR Priloh
Adabenaveou L) ) MAJ-1603 ety 3344 ( s
VIII, Pravidlo 2)
5019778
i kb ddaniGr At Part K10016091 Véetky 150197760 | <
MAJ-1606 03528 Trieda lla
60758
O — Part K10007072 Vaetky 150197780 (MDD Priloha
MAJ-1606 03351 IX / Pravidio 2)

KMF 00061, CR18945
Issue 22, 14, december 2020
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OLYMPUS

Vodna hadica nastrojového kanala (10) Fariicitode s \aeticy; i
MAJ-1607 03535
16779
Vodna hadica nastrojového kanala (50) PartK100011496 Vostiy 150197790
MAJ-1607 03368
Vodna hadica pomocného kanala (10) PEREIR01e1R veetiy 120107780
MAJ-1608 03542
Vodné hadica pomocného kanla (50) 64108 Faeticlnomar paads 1SEA%HE0
MAJ-1608 03375
Vodna hadica pomocného kandla Set (100) Fast K1D020000 Vestey alerreg
MAJ-1651 04716
. : 5 Part K10020736 Vsetky 150197780
Adapt h la (100 758
apter pomocného kanala (100) 60 MAJ-1652 04709
PrisluSenstvo Port Tube s uzéaverom flase (10) PaitK10026641 Vikany N
MAJ-1681 05072
5 - = 46102
Prislusenstvo Port Tube s fyziologickym hrotom Part K10026686 Vetky 150197780
10
G0 MAJ-1682 05089
Zavlazovacia hadica s COz (10) Part K10035002 Vsetky 150197780
MAJ-2207 07700
Zavlazovacia hadica s COz (10) Part K10035003 Vsetky 150197780
MAJ-2208 07717
62786 -
ZavlaZovacia hadica so vzduchom (10) gy Vol 15019750
MAJ-2209 07724
Zavlazovacia hadica so vzduchom (10) Part k10035005 asicy i
MAJ-2210 07731

5019778
MFO01QW

Trieda lla

(MDD Priloha

IX / Pravidlo
2)

KMF 00061, CR18945
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OLYMPUS

_ Part K10037161 Véetky 150197780
Insuflaéna hadica s CO2 (10)
MAJ-2220 08516
Part K10037162 Vsetky 150197780
. , 10 _
Insuflaéna hadica s CO:z (10) . MAJ-2221 08523 5019778 Trieda -Ila
- P Part K10037163 Vietky 150197780 | Mrootqw | MPD Priloha
Insuflacna hadica so vzduchom (10) IX / Pravidlo 2)
MAJ-2222 08530
L ) Part K10037164 Vsetky 150197780
Insuflaéna hadica so vzduchom (10)
MAJ-2223 08547
Aplikované normy
s$tandard Standardny popis Vztahujice sa na
EN ISO 13485:2016 | Systém riadenia kvality Vsetky produkty v ramci DoC *
BS EN ISO Riadenie rizik pre zdravotnicke pomacky Vsetky produkty v ramci DoC
14971:2019

BS EN 62366-1:2015

Zdravotnicke pomécky Cast 1: Aplikacia inzinierstva pouzitelnosti na zdravotnicke
pomécky

Vsetky produkty v rdmci DoC

BS EN 1041:2008
+A1:2013

Informéacie dodavané vyrobcom zdravotnickych pomacok

VSetky produkty v ramci DoC

BS EN 15223-1:

Zdravotnicke pomacky — Symboly, ktoré sa maju pouzivat' so stitkami, oznaovanim a informaciami, ktoré
sa maiju dodat'

Vsetky produkty v ramci DoC

2016

Biologické hodnotenie zdravotnickych pomécok— Cast' 1: Hodnotenie a testovanie v ramci
EN ISO 10993- manazmentu rizik Vsetky produkty v ramci DoC
1:2018
EN I1SO 10993- Biologické hodnotenie zdravotnickych pomécok- Cast 5: Testy na cytotoxicitu in vitro Vsetky produkty v ramci DoC
5:2009 okrem

- preplachovacieho ¢erpadia
OFP-2

*DoC — Vyhlasnie o zhode
Doc ID
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OLYMPUS

Standard

Standardny popis

Vzt'ahujice sa na

ISO 10993-7:2008

Biologické hodnotenie zdravotnickych pomécok Cast' 7: Zvysky sterilizacie etylénoxidom

VSetky produkty v ramci *DoC

okrem
- preplachovacieho ¢erpadla
OFP-2

MAJ-1603 nadoba na vodu
MAJ-16086 nastrojovy kanalovy
adaptér

MAJ-1652 pomocny kanalovy
adaptér

BS EN I1SO 10993-
10:2013

Biologicke hodnotenie zdravotnickych pomdcok. Testy na podraZdenie a citlivost pokozky

Vsetky produkty v ramci DoC

okrem
- preplachovacieho cerpadla
OFP-2

EN ISO 10993-
11:2018

Biologické hodnotenie zdravotnickych pomécok - Cast 11: Testy na systémovu toxicitu

MAJ-1681 Prisludenstvo Port
Tube s uzaverom flage

- MAJ-1682 Prisluenstvo Port
Tube s fyziologickym hrotom

ISO 10993-18:2020

Biologické hodnotenie zdravotnickych pomécok— Cast' 18: Chemicka charakterizacia materialov
zdravotnickych pomécok v rdmci procesu riadenia rizik

V8etky produkty v ramei DoC

BS EN 60601-1:2006

Zdravotnicke elektrické zariadenia Cast 1: V8eobecné poziadavky na zakladnu bezpe&nost a zakladny
vykon

Preplachovacie ¢erpadlo OFP-2

BS EN 60601-1-
2:2015

Zdravotnicke elektrické zariadenia, Cast’ 1-2: Vieobecné poziadavky na zakladni bezpecnost’ a zékladny
vykon — Vedlajsi Standard: Elektromagnetické rusenie — PoZiadavky a testy

Preplachovacie ¢erpadlo OFP-2

IEC 61000-3-2:2018

EMC limity pre emisie harmonického pridu (vstupny prid zariadenia < 16 A na fazu)

Preplachovacie ¢erpadlo OFP-2

EMC Obmedzenie zmien napitia, kolisania napatia a kmitania vo verej nych nizkonapatovych napajacich systémoch

IEC 61000-3-3:2013

pre zariadenia s menovitym pridom < 16 A na fazu a nepodliehajuce podmienenému pripojeniu

Preplachovacie ¢erpadlo OFP-2

*DoC — Vyhlasnie o zhode

KMF 00061, CR18945
DocID |ooie 22, 14. december 2020
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OLYMPUS

Standard

Standardny popis

Vztahujlce sa na

BS EN 11607-1:2020

Obaly na zdravotnicke pomocky sterilizované v terminalnom $tadiu Cast' 1: PozZiadavky na materialy,
sterilné bariérové systémy a obalovy systém

Vietky produkty v ramci DoC
okrem

- OFP-2 Preplach. ¢erpadlo
- MAJ-1603 nadoba na vodu

EN ISO 11607-

2:2019

Obaly na zdravotnicke pomacky sterilizované v terminalnom stadiu - Cast' 2: Poziadavky na validaciu
procesov tvarovania, tesnenia a montaze

Vsetky produkty v ramci DoC

okrem
- OFP-2 preplach. cerpadio
- MAJ-1603 nadoba na vodu

EN 556-2:2015

Sterilizacia zdravotnickych pomécok - Poziadavky na zdravotnicke poméocky, ktoré maju byt oznacene ako
"STERILNE" - Cast' 1: Poziadavky na zdravotnicke pomécky sterilizované v termindlnom stadiu.

Vsetky produkty v ramci DoC
okrem )
- OFP-2 preplach. &erpadlo
- MAJ-1603 nadoba na vodu

EN ISO 11137-
1:2015+ A2:2019

Sterilizacia produktov zdravotnej starostlivosti — Ziarenie — Cast' 1: Poziadavky na vyvoj, validaciu a
rutinna kontrola procesu sterilizacie zdravotnickych pomocok

Vsetky produkty v ramci DoC
okrem

- OFP-2 preplach. ¢erpadio

- MAJ-1603 nadoba na vodu

Sterilizacia zdravotnickych pomécok - Mikrobiologické metddy - Cast’ 1: Stanovenie populacie

EN ISO 11737- mikroorganizmov na vyrobkoch. Vsetky produkty v ramci DoC
1:2018 okrem
- OFP-2 preplach. ¢erpadio
- MAJ-1603 nadoba na vodu
Sterilizacia zdravotnickych pomécok - Mikrobiologické metddy - Cast’ 2:
EN ISO 11737~ Testy sterility vykonavané pri definovani, validacii a udrziavani sterilizacného procesu Vsetky produkty v ramci DoC
2:2019 okrem
- OFP-2 preplach. cerpadlo
- MAJ-1603 nadoba na vodu
Doclp KMF 00061, CR18945
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OLYMPUS

Standard $tandardny popis

Vzt'ahujlice sa na

62304:2006+A1:2015

BS EN Softvér zdravotnickych zariadeni. Procesy zivotného cyklu softvéru OFP-2 preplachovacie. erpadlo

Zamyslany acel

Preplachovacia pumpa Olympus OFP-2 je peristalticka pumpa uréena na dodavanie tekutiny do kompatibilnych endoskopov alebo endoterapeutickych
zariadeni Olympus na vyplach sliznice Zaludka a hrubého ¢reva pocas endoskopickych alebo endoterapeutickych postupov, ¢o umoznuje lepsiu vizualizaciu,

diagnostiku a liecbu.

Preplachovacia pumpa moézZe tiez poméct pri pouZiti transendoskopickych ultrazvukovych sond rychlym naplnenim vy$etrovaného organu.

KMF 00061, CR18945
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1. Prekladana listina/Source of translation
I1. Prelozena listina / Translated document

IV. Prekladatel’ska dolozka / Translation clause

Preklad som vypracovala ako prekladatel’ka zapisand v zozname znalcov, tlmo¢nikov a prekladatelov,
ktory vedie Ministerstvo spravodlivosti SR v odbore: slovensky jazyk — franctzsky jazyk — anglicky
jazyk, evidenéné &islo prekladatela 971201.

Prekladatel'sky ikon je zapisany v denniku.
Prekladané listiny suhlasia s prelozenymi listinami.

Zaroveii vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu/prekladatel’ského

ukonu.

I carried out the translation as the translator registered within the list of experts, interpreters and
translators which is managed by the Ministry of Justice of the Slovak republic in the field: Slovak
language — French language — English language, registration number of the translator 971201.

The translation act is registered in the translation diary.
I hereby declare that I am aware of the consequences of knowingly false translations.

Translated documents correspond to the source of the translation.

.\I

Odtla¢ok uradnej peciatky / Podpig prekladatela/
Stamp of the translator : Signature of the translator







