ER-QL-193

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan

declare under our sole responsibility that PENTAX or PENTAX Medical
brand product:

Product Category : Endoscopes, video processors and accessories
Model Name . See attached
Meetfs;

1) the conformity assessment procedure in Annex Il in cccdrdonce with the provisions
of Medical Devices Directive 93/42/EEC. The classification and rules applied to
each model are described in the o’rfochmen’r.

This declaration is based on EC quality system approved by
TOV SUD Product Service GmbH (No.0123), RidlerstraBe 65, 80339 MUnchen,

Germany

2) the provisions of RoHS Directive 2011/65/EU.

Tokyo, May 25, 2021 ‘ jw M

N4 Kazunori Shimada

Manager

Regulatory Affairs Department
PENTAX Lifecare Division
HOYA Corporation

Digitally signed by Ceaicovschi Tudor
Date: 2023.12.19 11:24:30 EET
Reason: MoldSign Signature
Location: Moldova

Authorized Representative in the European Union :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany

PENTAX Life Care Division
Form Number: ET-TR-010-Form51
Form Revision: RO4



PENTAX

MEDICAL

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD ClassIa&1Ilb / RoHS

ER-QL-193
Date : 2021/5/25

MDD

Initial date of declaration

Model Name General Name Rule ) Remarks
Class of conformity
DN-D2718B Electro-Surgical Knife Ib 9 2016.06.01
DN-D2722B Electro-Surgical Knife Ib 9 2016.06.01
DO-D2618 Snare Ib 9 2016.08.29
DO-D2622 Snare Ib 9 2016.08.29
DP-D2518 Electro-Surgical Knife Ib 9 2016.08.29
DP-D2622 Electro-Surgical Knife Ib 9 2016.08.29
EB-1170K Video Bronchoscope Ia 5 2017.12.25
EB15-J10 Video Bronchoscope Ta 5 2016.06.01
EB-1970TK Video Bronchoscope Ia 5 2017.12.25
EB-1990i Video Bronchoscope Ia 5 2017.12.25
EB19-J10 Video Bronchoscope Ta 5 2016.06.01
EB11-J10 Video Bronchoscope Ia 5 2019.04.05
EB11-S01 Video Bronchoscope Ia 5 2021.05.25 20210525 added
EB15-S01 Video Bronchoscope Ta 5 2021.05.25 20210525 added
EC-2990Li Video Colonoscope Ia 5 2017.12.25
EC-3490FK Video Colonoscope Ia 5 2017.12.25
EC-3490LK Video Colonoscope Ia 5 2017.12.25
EC-3490MK Video Colonoscope Ia 5 2017.12.25
EC-3490TFi Video Colonoscope Ia 5 2017.12.25
EC-3490TLi Video Colonoscope Ia 5 2017.12.25
EC-3490TMi Video Colonoscope Ia 5 2017.12.25
EC34-i10F Video Colonoscope Ia 5 2017.12.25
EC34-i10L Video Colonoscope Ia 5 2017.12.25
EC34-i10M Video Colonoscope Ia 5 2017.12.25
EC34-i10NL Video Colonoscope Ia 5 2019.07.05
EC34-i10NF Video Colonoscope Ia 5 2019.07.05
EC34-i10TF Video Colonoscope Ia 5 2017.09.15
EC34-i10TL Video Colonoscope Ia 5 2017.09.15
EC34-i10TM Video Colonoscope Ia 5 2017.09.15
EC38-i10cL Video Colonoscope Ia 5 2018.07.19
EC38-i10cF Video Colonoscope Ia 5 2018.07.19
EC38-i10cF2 Video Colonoscope Ia 5 2018.10.25
EC38-i10cM Video Colonoscope Ia 5 2018.07.19
EC34-i10cL Video Colonoscope Ia 5 2018.07.19
EC34-i10cF Video Colonoscope Ia 5 2018.07.19
EC34-i10cM Video Colonoscope Ia 5 2018.07.19
EC-3890Fi Video Colonoscope Ia 5 2017.12.25
EC-3890Fi2 Video Colonoscope Ia 5 2017.12.25
EC-3890FK Video Colonoscope Ia 5 2017.12.25
EC-3890FK2 Video Colonoscope Ia 5 2017.12.25
EC-3890FZi Video Colonoscope Ia 5 2017.12.25
EC-3890Li Video Colonoscope Ia 5 2017.12.25
EC-3890LK Video Colonoscope Ia 5 2017.12.25
EC-3890LZi Video Colonoscope Ia 5 2017.12.25
EC-3890MK Video Colonoscope Ia 5 2017.12.25
EC-3890MZi Video Colonoscope Ia 5 2017.12.25
EC-3890TLK Video Colonoscope Ia 5 2017.12.25
EC38-i10F Video Colonoscope Ia 5 2017.12.25
. Video Colonoscope Ia 5 2017.12.25
EC38-i10F2 Video Colonoscope Ta| 5 2019.07.02
EC38-i10L Video Colonoscope Ia 5 2017.12.25
EC38-i10M Video Colonoscope Ia 5 2017.12.25
EC38-i10M2 Video Colonoscope Ia 5 2017.12.25
EC38-i10NF Video Colonoscope Ia 5 2016.06.01
EC38-i10NL Video Colonoscope Ia 5 2016.06.01
ECY-1575K Video Cystoscope Ia 5 2017.12.25
ED-3490TK Video Duodenoscope Ia 5 2017.12.25
ED34-i10T Video Duodenoscope Ia 5 2017.12.25
ED34-i10T2 Video Duodenoscope Ia 5 2017.06.23
OE-A63 Single Use Sterile Distal End Cap with Elevator Ia 5 2020.03.24
ED32-i10 Video Duodenoscope Ia 5 2019.08.23
OE-A65 Single Use Sterile Distal End Cap with Elevator Ia 5 2020.03.24
EE17-J10 Video Esophagoscope Ia 5 2019.06.12
EG16-K10 Video Upper GI Scope Ia 5 2017.12.25
EG17-]J10 Video Upper GI Scope Ia 5 2019.06.12
EG-1690K Video Upper GI Scope Ia 5 2018.02.16
EG-2490K Video Upper GI Scope Ia 5 2017.12.25
EG-2790K Video Upper GI Scope Ia 5 2017.12.25
EG27-i10 Video Upper GI Scope Ia 5 2017.12.25




ER-QL-193
Date : 2021/5/25

PENTAX

MEDICAL
List of products labeled with CE marking

Category : Endoscopes, video processors and accessories

MDD ClassITa&Ilb / RoHS

Model Name General Name MDD Rule Initial date of de;laratlon Remarks
Class of conformity
EG-2990i Video Upper GI Scope Ia 5 2017.12.25
EG-2990K Video Upper GI Scope Ia 5 2017.12.25
EG-2990Zi Video Upper GI Scope Ia 5 2017.12.25
EG29-i10 Video Upper GI Scope Ia 5 2017.12.25
EG29-i10N Video Upper GI Scope Ia 5 2018.02.16
EG29-i10c Video Upper GI Scope Ia 5 2018.07.19
EG-3490K Video Upper GI Scope Ia 5 2017.12.25
EG34-i10 Video Upper GI Scope Ta 5 2017.09.08
EG-3890TK Video Upper GI Scope Ia 5 2017.12.25
EPK-3000 Video Processor Ia 2 2016.06.01
EPK-i5000 Video Processor Ia 2 2017.12.25
EPK-i5500c Video Processor Ta 2 2018.07.19
EPK-i7010 Video Processor Ia 2 2016.06.01
FB-10V Broncho Fiberscope Ia 5 2017.12.25
FB-15RBS Broncho Fiberscope Ia 5 2017.12.25
FB-15V Broncho Fiberscope Ia 5 2017.12.25
FB-18RBS Broncho Fiberscope Ia 5 2017.12.25
FB-18V Broncho Fiberscope Ia 5 2017.12.25
FB-19TV Broncho Fiberscope Ia 5 2017.12.25
FB-8V Broncho Fiberscope Ia 5 2017.12.25
FC-38FV GI Fiberscope Ia 5 2017.12.25
FC-38LV GI Fiberscope Ia 5 2017.12.25
FCN-15X Choledocho-Nephro Fiberscope Ia 5 2017.12.25
FCP-9P Peroral Choledocho Fiberscope Ia 5 2017.12.25
FCY-15RBS Portable Cystoscope Ia 5 2017.12.25
FD-34V2 GI Fiberscope Ia 5 2017.12.25
FG-16V GI Fiberscope Ia 5 2017.12.25
FG-24V GI Fiberscope Ia 5 2017.12.25
FG-29V GI Fiberscope Ia 5 2017.12.25
FHY-10RBS Portable Hysteroscope Ia 5 2017.12.25
FHY-15RBS Portable Hysteroscope Ia 5 2017.12.25
FI-10RBS Portable Intubation Scope Ia 5 2017.12.25
FI-13RBS Portable Intubation Scope Ia 5 2017.12.25
FI-16RBS Portable Intubation Scope Ia 5 2017.12.25
FI-7RBS Portable Intubation Scope Ia 5 2017.12.25
FI-9RBS Portable Intubation Scope Ia 5 2017.12.25
FNL-10RBS Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-10RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-15RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FNL-7RP3 Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
FS-34V GI Fiberscope Ia 5 2017.12.25
FUR-9RBS Portable Ureterorenoscope Ia 5 2017.12.25
HS-D2618 Hot Hemostasis Forceps Ib 9 2016.06.01
HS-D2622 Hot Hemostasis Forceps Ib 9 2016.06.01
LH-150PC Halogen Light Source Ia 2 2017.12.25
OF-B130 Single Use Suction Control Valve Ia 5 2020.04.06
OF-B194 Single Use Suction Control Valve Ia 5 2020.04.06
OF-B205 Single Use Suction Control Valve Ia 5 2016.06.01
OF-G11 Single Use Suction Control Valve Ia 5 2020.04.06
0S-H4 Water Bottle Assembly Ia 2 2016.06.01
0S-H5 Water Bottle Assembly Ia 2 2016.06.01
VNL-1190STK Video Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
VNL-1070STK Video Naso-Pharyngo-Laryngoscope Ia 5 2018.02.15
VNL-1570STK Video Naso-Pharyngo-Laryngoscope Ia 5 2018.02.15
VNL11-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VNL-1590STi Video Naso-Pharyngo-Laryngoscope Ia 5 2017.12.25
VNL15-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VNL8-J10 Video Naso-Pharyngo-Laryngoscope Ia 5 2016.06.01
VSB-2990i Video Small Bowel Enteroscope Ia 5 2017.12.25
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September 9, 2022

To whom it may concern,

STATEMENT

We, HOYA Corporation (6-10-1 Nishi-shinjuku Shinjuku-ku, Tokyo 160-0023 Japan),
hereby certify that attached document listed in above is the original document.

SAK?J/Yasuhiro

Senior General Manager

Customer Solution Development

Japan Research & Development Department

PENTAX Lifecare Division
HOYA Corporation



PENTAX

MEDICAL

MANUFACTURER’s CERTIFICATE
September 9, 2022

We, HOYA CORPORATION (6-10-1 Nishi-
Shinjuku, Shinjuku-ku, Tokyo 160-0023, Japan)
being the manufacturer of PENTAX/PENTAX
Medical endoscopic equipment, instruments and
accessories, herewith certify that our affiliate:

PENTAX EUROPE GmbH
(Julius-Vosseler-Str.104, 22527, Hamburg,
Germany)

is the exclusive distributor and supplier of
PENTAX/ PENTAX Medical endoscopic
equipment, instruments and accessories to the
territory of the Russian Federation and Republics
of Ukraine, Belarus, Moldova, Georgia, Armenia,
Kazakhstan, Tajikistan, Uzbekistan, Turkmenia and
Kirgizia. PENTAX Europe GmbH’s exclusivity
also extends to connected sales, registration,
service and training activities.

Hereby we grant our warranty for our products
offered by PENTAX Europe GmbH according to
our warranty conditions.

HOYA Corporation also certifies that PENTAX
Europe GmbH sets pricelist for the sales of all
PENTAX/PENTAX Medical products by itself.

The Authorization Letter is valid until September
9, 2025.

HO% Corporation
SAKALI Yasuhiro

Senior General Manager
Customer Solution Development

Japan Research & Development Department
PENTAX Lifecare Division

HOYA Corporation

CEPTH®HUKAT IMTPOU3BOJUTEJIA
9 cenTadpsa 2022 roga

Hacrosmum Mel, kommanus «XOS Kopnopebimny,
Snonus (6-10-1 Hucu- Cunpstoky, CHHI3IOKY-KY,
Tokuo 160-0023,  SlmoHus),  NPOU3BOJAMTEN
MEIMLMHCKOrO  9HIOCKOMMYecKoro obopynoBaHus,
MHCTPYMEHTapHs M aKCecCyapoB TOProBOH MapkH
PENTAX/ PENTAX Medical mnoareepxaaeM, 4To
Halla J0YepHAs KOMITaHHs:

«[TEHTAKC EBPOIIA I'm6X»
(FOnuyc-®occenep-mrpacce 104, 22527, Tambypr,
I'epmanus)

ABJIAETCS SKCKITIO3UBHBIM AUCTPHOBIOTOPOM H
MOCTaBLLMKOM HIOCKOMMYECKOro 060py10BaHHu,
MHCTPYMEHTapHs U aKCECCyapoB TOProBOH MapKH
PENTAX/PENTAX Medical Ha TeppuTopHio
Poccuiickoii ®enepauyn u Pecrydauk YkpauHsl,
Benapycu, Monnoesl, I'py3un, Apmenun, Kasaxcrana,
Tamxukucrana, Y3bexkucrana, TypkMeHHu u
Kupruzun. DkckmosueHsie nonHomounsa IIEHTAKC
Erpona 'M6X Taioke pacnpocTpaHsiOTCs Ha MPOJaXKy
COMYTCTBYIOIEr0 000pyI0BaHHs, PETMCTPALMIO,
cepBHCHOE 00CITY>KMBaHHE U TNPOBEIEHHE TPEHUHTOB.
HacTosAwunm Mbl pacnpocTpaHseM rapaHTHH
MPOM3BOJAMTENS B COOTBETCTBHHM C HALIMMH
rapaHTHHHBIMU YCJIOBUSMHM Ha TOBapHI
PENTAX/PENTAX Medical, npennaraemble
«[TEHTAKC EBPOITA I'M6X» Kk nocragke.

Mel, «X O KopriopeHuH», Takike MOATBEPAKIAEM, YTO
«[IEHTAKC EBPOITA I'm6X» camoCTOATENBHO
yCTaHABNMBAET LIeHbI HA BCE MPOJIaBaEMOe
obopynosanne PENTAX/PENTAX Medical.
JloBepeHHOCTS AeHcTBUTeNbHA 10 9 cenTabpsa 2025
roaa.
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(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has been signed by MD Q ] Ta !<38hi
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of M O R | Ta !( ash | Notary
Certified

- atTokyo 6. SEP, 14, 2022
. by the Ministry of Foreign Affairs ;

9

7

8.22-NO 054527

9. Seal/stamp: 10. Signature

e

HAMAMOTO Hiroki

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that HASEGAWA Hayato, an agent of SAKAI
Yasuhiro, Senior General Manager of HOYA Corporation PENTAX
Lifecare Division Japan Research & Development Department
Customer Solution Development has stated in my very presence
that said SAKAI Yasuhiro acknowledged himself to have signed

and sealed to the attached document.

Dated this 14" day of September, 2022.

\
|

MORI Takashi

NOTARY

9-21,3 - CHOME, SHIBAZAKICHO
TACHIKAWA, TOKYO, JAPAN
TOKYO LEGAL AFFAIRS BUREAU




HepeBO,I[ C SIIOHCKOI'O H aHIJTHHCKOro S35IKOB Ha pYCCKHﬁ

PENTAX
MEDICAL

[CEPTUOHUKAT ITPOU3BOJUTEIIA]

XOs1
[TEHTAKC

9 centa6pa 2022 roma
ITo mecTy TpeboBanus,
INOATBEPXJAEHHUE

Mei, «XOS Kopmopeiimuy», (6-10-1, Hucu-Cupmsioxy, CuHnsioky-ky, Toxmo, 160-0023,
SINOHMS), HACTOSAIIMM CBHIETEIBCTBYEM, 4YTO IIpHiaraeMblii TOKYMEHT, YKa3aHHBIH BBIIIE,
SIBJISIETCS] OPUIHHATIOM JIOKYMEHTA.

[Iloonucs ]

CAKAMU Slcyxupo

Crapmuii ['enepanbHBI MEHEDKED
Ortzen pa3pabOTKH KIHEHTCKUX PeIleHHH
Ot/ien ucere0BaHus U pa3BUTHS SIoHIN
IMoppaznenenue [IEHTAKC Jlaiip Keap
X031 Kopriopeima

Kpyrnas negats kommanunn XOS Kopmoopetims (HOYA Corporation).




Kganparuas neyars: Hotapuyc Takacu Mopu.

PENTAX «XOsI KOPTIOPEHIIIH» (HOYA CORPORATION)
MEDICAL 6-10-1 Hucu-Cunnsioky, CHHI3I0KY-KY

Toxuo 160-0023 Smonus

CEPTUO®UKAT NPOU3BOIUTEJIA

[TEKCT IYBJIMPYETCA HA PYCCKOM A3BIKE]

[Tloonucy ]
CAKAM Scyxupo

Crapmuit ['eHepanpHbIi MEHEDKED

Otnen pa3paboTKH KJIMEHTCKUX pEIICHHI
Otjien uccaeOBaHUs M pa3BUTHA SAnoHuH
IMoppasneneane [IEHTAKC Jlaiid Keap
XOA Kopriope#in

Kpyrnas neuats kommaauas XS Kopnopeiimu (HOYA Corporation).

Tlewats: Hotapuyc Takacu Mopu.



Ieuars: Horapuyc Takacu Mopu.
JlokymenT 3apeructpupoBan 3a Homepom: Ne «183» 3a «2022» roj
IloaTBEpXKACHHE

Hacrosimum noareepyknao ToT ¢akt, yro Xacerapa Xasaro, mpencrasurens Cakau Slcyxupo,
Crapmero TemepambHoro wMeHemkepa, kommanuum «Xos Kopmopefimm», Iloxpasnencnune
[MEHTAKC Jlaiid Keap, otmen uccienoBaHus W pa3BuTHs SIMOHMH, pa3spabOTKHM KIMEHTCKHX
pelienuii, 3asBHI B MOEM HPUCYTCTBHU O TOM, 9TO yHOMsHYThIH Cakau SICyXupo moarBepau,
YTO OH NOJIHCAI IpuiaraeMblii qokyMeHT. Ha ocHOBaHMM Yero S MOATBEPIKIAI0 H3JI0MKEHHBIE
(parol.

14 cenrsiopst 2022 rona

JlokymenT cocraBiieH B oprice HOTapHyca,

r. Toxno, Tarukasa, Cubazaku-té, 3-Téme, 9-21

Horapuyc, noasenoMcTBeHHbIH ToKHECKOMY 0IOpO IO IOPHIMYECKHM BOIIPOCAM

[leuarn: Horapuye MOPH Taxacn.

Horapuyc [Tloonucs | MOPH Takacu

CBuaerelnLcTBO

Beienpupeienuast MOAMACH SBIAETCS IOJIMHHOM IIOAIKMCHI0 HOTApHyCa, TTO[BEIOMCTBEHHOTO
Tokniickomy GI0pO IO IOPHAHYECKHM BOIPOCAM, KPOME TOrO, s MOATBEPXKIAI0 TIOJJTMHHOCTE
HIPUIIOIKCHHOM JINYHOM IIeYaTH yIIOMSHYTOTO JIULA.

14 centsiopst 2022 ropa

Jupexrtop Tokwuiickoro 6ropo 1o opuaryeckumM Bonpocam CAKAMOTO ECUTAHD

Ilevars: JQupexrop Toxuiickoro 6:10po 1o IPUIANYECKHM BOTIPOCAM.

AITIOCTUJIb

(T"aarckast KOHBeHUMs OT 5 OkTsA0psA 1961 rona)

~

Crpana: JAITOHKMA

JauHbIi ouLHaNEHBI JOKYMEHT

2. moamucaH MOPH Taxacu

BBICTYIAIOIINM B KauecTBe HoTapuyca Toxuiickoro 6:10po no 0puInYecKIM BONpocam
4. zapeped neuatsto/tutamnoM MOPH Takacu, HoTapHyca

W

Y 0OCTOBEPEHO

B r. TokHo 6. 14 CEHTABPA 2022 1.
MHHHCTEPCTBOM MHOCTPAHHBIX JIEN

22-Ne 054527

9, Tleuars/mramn

['epGosas meuats: SATIOHMA. MUHHMCTEPCTBO MHOCTPAHHBIX HEJL
10. [Toanuck [TIoonuce]

XAMAMOTO Xupokn
Ot uMeH MUHHCTpa HHOCTPAaHHBIX Jell

ol



HOTAPUAJBHOE CBUJIETEJLCTBO

Hacrosmam caumerenscrsyercs, uto XACETABA Xasgro, npencrasutens: CAKAU Scyxupo,
Crapmero ['eHepanbHOTO MeHEIXKEDA, xoMmanny  «Xos Kopmopeitimay, ITonpaszenenne
INIEHTAKC Jaiig Keap, oTaen HCCIENOBAHHT K pa3BuTHA SIMOHME, pa3spabOTKH KIIHEHTCKHX
pemieHuli, 3aiBHI B MOEM IPHCYTCTBHH O ToM, 4To ymomaryrtei CAKAW Scyxupo

MOTBEPIUI, UTO OH IIOAMHCAN HPHIIATAEMBII TOKYMEHT,

Haruposaso ceromus, 14 cerrsadps 2022 roza.

[Tloonuce ]
MOPH Taxacu
HOTAPHUYC '
9-21, 3-TEME, CHUBA3AKUTE
TATHUKABA, TOKHO, ATIOHUA

IMesars: TOKMHACKOE BEOPO I10 IOPHIMYECKAM BOIPOCAM. HOTAPHYC.
921, 3-TEME, CUBABAKHUTE
TATUKABA, TOKHO, STTOHUA.
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DoC No.: MDR-R02-001

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan (SRN: JP-MF-000005227),

whose Authorized Representative in the European Union is :
PENTAX Europe GmbH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany
(SRN: DE-AR-000000006),

declare under our sole responsibility that PENTAX or PENTAX Medical brand product(s)
below:

Product Category :  Endoscopes, video processors and accessories
Model Name . See Attached
General Name : See Attached
Basic UDI-DI . See Attached
UDI-DlI . See Attached

Risk Classification s
conform(s) to;
1) the conformity assessment procedure in Annex Il and lll in accordance with the
provisions of Regulation (EU) 2017/745 (EU-MDR) and the provisions of RoHS Directive
(EU) 2015/863.

2) applicable common Specification(s): Not available as it has not been issued

Place: Signature: Date:

Tokyo Japan May 27, 2021
Kozu%ori Shimada
RA Manager

Regulatory Affairs Department
PENTAX Lifecare Division
HOYA Corporation

PENTAX Life Care Division
Form Number: RT-TD-007-Form05
Form Revision: RO3
1/2
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DoC No.: MDR-R04-002

PENTAX

MEDICAL

EU DECLARATION OF CONFORMITY

We ; HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo
160-0023, Japan (SRN: JP-MF-000005227),

whose Authorized Representative in the European Union is :
PENTAX Europe GmiboH, Julius Vosseler StraBe 104, 22527 Hamburg, Germany
(SRN: DE-AR-000000006),

declare under our sole responsibility that PENTAX or PENTAX Medical brand product(s)
below:

Product Category . Endoscopes, Video Processors and its accessories
Model Name . See Attached

General Name . See Atftached

Basic UDI-DI . See Aftached

Risk Classification o

conform(s) to;

1) the conformity assessment procedure in Annex IX in accordance with the provisions
of Regulation (EU) 2017/745 on Medical Devices (EU-MDR) which is based on EC
Certificate issued by TUV SUD Product Service GmbH (No.0123), Ridlerstrase 65, 80339
Munchen, Germany(Certificate No.: G10 068357 0031) and the provisions of RoHS
Directive (EU) 2015/863.

2) applicable common Specification(s): Not available as it has not been issued

Place: Signature: Date:
Tokyo Japan /m \ Decemiber 27, 2022
[E J
IKEDA TakaRiro

Vice President

Global Quality Assurance &
Regulatory Affairs

PENTAX Lifecare Division
HOYA Corporation

PENTAX Life Care Division
Form Number: RT-TD-007-Form05

Form Revision: RO4
1/72
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