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To whom it may concern,

February 6th, 2025

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

SAKAI }f/ asuhiro

Senior General Manager

Customer Solution Development

Japan Research & Development Department
PENTAX Lifecare Division

HOYA Corporation
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Product Service

Certificate

No. Q5 068357 0027 Rev. 02

Holder of Certificate: HOYA Corporation
PENTAX 6-10-1 Nishi-shinjuku
Shinjuku-ku

MEDICAL Tokyo
160-0023 JAPAN

Certification Mark:

\ ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: - Design and Development, Production,
Distribution and Servicing of
Medical Endoscopes and Related Products

‘ The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned

above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 068357 0027 Rev. 02

Report No.: JA200350003328
Valid from: 2025-02-27
Valid until: 2028-02-26

c@t(-\_/

Date, 2025-01-31 Christoph Dicks
Head of Certification/Notified Body

' )
Page 1 of 2 Tov
TUV SUD Product Service GmbH « Certification Body = Ridlerstrafle 65 » 80339 Munich = Germany
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Certificate

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

No. Q5 068357 0027 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 2

ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN 1SO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate, Kurihara-shi,
Miyagi, 987-2203 JAPAN

Production and Distribution of Medical Endoscopes and Related
Products

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012 JAPAN

Production of Medical Endoscopes and Related Products

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo, 160-0023 JAPAN

Regulatory Affairs

HOYA Corporation PENTAX Lifecare Division

Medical Instrument SBU Japan Sales Headquarters
3-35-1 Shimo-renjaku, Mitaka-shi, Tokyo, 181-0013 JAPAN

Distribution of Medical Endoscopes and Related Products

HOYA Corporation PENTAX Lifecare Division

Showanomori Technology Center
1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo, 196-0012 JAPAN

Design and Development and Distribution of Medical Endoscopes
and Related Products

HOYA Corporation PENTAX Lifecare Division

Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun, Saitama, 355-
0316 JAPAN

Production, Distribution and Servicing of Medical Endoscopes and
Related Products

TUV SUD Product Service GmbH « Certification Body + Ridlerstralie 65 « 80339 Munich « Germany
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(Convention de La Haye du 5 octobre 1961)

ST~ a
=¥

1. Country: JAPAN

This public document

i \ Y A
2. hasbeensimedty CHIHARA Masehiro
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of CH” EA.R,A\ n‘@??f‘h]ro Notary

Certified
5. at Tokyo 6. FEB. 1 3. 2025
7. by the Ministry of Foreign Affairs :
8 25 NO 000255
9. Seal/ stamp 10. Signature
1% 34 7 §]
TSUGE Ryoji

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that URAI Satoshi, 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 to the

attached document.

Dated this 13" day of February, 2025.

B ——

CHIHARA Masakleeo

CHIHARA Masahiro

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



ITepeBo ¢ STOHCKOTO ¥ aHTTTHHCKOTO A3BIKOB Ha PYCCKHIH

PENT AX «X0$1 KOPIIOPEHIIH» (HOYA CORPORATION)
TTE———— 6-10-1, Hucu-Cunpmsoky, CHHABOKY-KY
MEDICAL Toxo, 160-0023, Sinouus

[Cepruduxar]
X04
INEHTAKC

6 pespans 2025 roga
[To mecty TpeGoBanus
HNOATBEPKIAEHUE

Msi, «XOS1 Kopnope#tmmy, - (6-10-1, Hucu-Craisioky, Cunmsroky-ky, Toxmo, 160-0023,
Snonus), HACTOSIIMM CBHIETENHCTBYEM, UTO NpHIAracMeli NOKYMEHT, yKa3aHHBIA BBIIIC,
SBJISICTCS KOMHEH OPUTHHANBHOIO JOKYMEHTA.

' [Iiodnucs ]
CAKAM Scyxupo

Crapumit ['enepansHbIi MEHEIKED
Otxen pa3paboTky KIHEHTCKUX PEIICHUH
Otmen ucciieoBaHus ¥ pa3BUTHA SmoHun
Toppasnenenne [IEHTAKC Jlaiid Keap
X0 Kopropeimm



INeuars: Hotapuyc Yuxapa Macaxupo.

IAF L i
i Hemeuxuii opras no akkpeiuTanni
:;]I{%J{"OCTOPOHHEFO (DAKLS
Deutsche Akkreditierungsstelle)
COFRATIRIROLD D-ZM-11321-01-00
[TPU3HAHKMH
CEPTUDPHUKAT

Ne: Q5 068357 0027 Bepe. 02

[QR-xon] TIO® 3I0]] TponakT ceprrC
(TUV SUD Product Service)

Hep:xarens ceprudurara: X041 Kopropeiimu (HOYA Corporation)
PENTAX 6-10-1 HucH-cHHA3IOKY
MEDICAL ROy

Toxuo

160-0023 ATIOHWAA

CepruduxanuoHabI# 3HAK: TUV SUD
EN ISO 13485

tuv-sud.com/ps-cert

O6aacTs NpUMeHeHH IIpoexTRpoBanne U pa3paloTka, IPOM3BOACTBO,
Cepruduxara: peajim3anys ¥ o0cxyKuBaHUe MeJHIMHCKAX
IHIOCKOIIOB H CONMYTCTBYIONIHX H3JeTUH

Opran ceprudukaipn TUV SUD Product Service GmbH cBueTensCTBYET, 4TO BHIICYKa3aHHAs
KOMIMAHHS BHEAPHIA U IOJIEPKHBACT CHCTEMY MEHEIDKMEHTA Ka4eCTBa, KOTOpas COOTBETCTBYET
TpeGOBaHMIM YKa3aHHBIX CTaHAapTOB. Bce npumeHuMble TpeOoBanus perjaamenTos I'pynns TUV SUD
B OTHOIIEHMH MPOBEEHHS UCIIBITAHKH, CepTHQHKALIY, BANHAALMH U Bepr(UKaLMHK JOKHbI ObITh
cobnropensl. [ToapoGHbie CBEXEHMs W HHPOPMALHIO O ASHCTBUTENEHOCTH JAHHOrO CepTH(hMKATa CM. 110
cepuike: www.tuvsud.com/ps-cert?g=cert:Q5_068357 0027 Rev. 02

Homep orueras JA200350003328
JeiicrBuTe eH ¢: 27.02.2025
JeiicTBHTEEH 10: 26.02.2028
Iara, 31.01.2025 [TToonucs ]

Kpucrod Huxc

PykoBoauTens ceprudukamorHoro/HoTuULMPOBaHHOro Oprana

Crpanvua 1 u3 2

TUV SUD Product Service GmbH-Ceptudukaiosssiit opras - Pumuiepmrpacce 65 - 80339 r.Mionxen-I epMaHusa

TOV®



[lewars: Hotapuyc Yuxapa Macaxupo.

IAF

YJIEH
MHOTOCTOPOHHETO
COTJIAIIEHHSI O
TIPU3HAHUY

CEPTAPUKAT

JAKKC THO® 3I0/]1 Tponaxt cepprc
Hemerkuit opras 1o akkpeIiTanug (TUV SUD Product Service)
(DAkKS

Deutsche Akkreditierungsstelle)
D-ZM-11321-01-00

Ne: QS 068357 0027 Bepc. 02

MpamensieMbrii(bie)
crangapr(si):

Mpon3seoacTreennoe(bIe)
npesnpusTHe(Hs):

Crpannua 2 usz 2

ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
MepnuuHckue ugenys — CUCTeMEl MeHEKMEHTA KaUecTRa —
Tpebopanus B HOPMaTUBHBIX LIEJISX

XOJ Kopnopeiimny ®abpurka MEHTAKC Musra
30-2 Oxana, Aza-llinumomusiao, lykuxare, Kypuxapa-mu, Musruy,
987-2203, AMTOHWA

TIpou3BOACTBO M peany3alHs MEIHIMHCKHX SHIOCKOOB H
COIMYTCTBYIOIIMX H3NEJTHIA

X041 Kopnopeiimma @atpaka INIEHTAKC SImarara
4 — 1 Xmpone-go, Haraun-mm, varara, 993-0012 AIIOHIAA

HPOI/ISBOI[CTBO MEIHLUHMHCKHX 3HIOCKOIIOB M COMYTCTBYIOIIHX HU3AeTTUH

X O Kopnopetinin
6-10-1 Huacu-cunpzioky, Cuunsioxy-xy, Toxuno, 160-0023,
SIMOHMST

HopmaTHBHO-TIPaBOBOE PEryJIMpOBaHKe

XO4 Kopnopeiinan Hoapaspenenue IIEHTAKC Jlaiig Keap

CBY Menunuackux nEcTpymenTos [llTaG-kBapTapa npoaax B
Huonnn

3-35-1 Il amo-pennxary, Muraxa-mu, Toxuo, 181-0013 ATIOHMA

Peanmzanys MeIMUMHCKKUX 9HAOCKOIIOB U COMYTCTBYIOLIHX H3AETHH

X041 Kopnopeiimu Iogpasnenenue IEHTAKC Jlaiid Keap
Texnonorndecxuii nearp lllosanomopn

1-1-110 Oynynxuraoka, Axmmyma-mu, Toxkwo, 196-0012
ATTOHWSA

IpoexTupoBaHue 1 pa3paboTka, a TAKOKEe PeanH3aIis MEIUIHHCKAX
SHIOCKOTIOB M COIMYTCTBYHOMIAX W3S/

X041 Kopnopeiimn Iogpasgenenue IEHTAKC Jlaiid Keap
IpousBoncreenno-rexnonornyeckuii neurp/®adpuxa Orasa
395 Qaza-Kakyama, Orasa-mayn, Xuxku-rys, Cafitama 355-0316
SIMTOHIS

INpoussoacTso, peanusauys W 00CTYKUBAHKHE MEAHULIMHCKHX
9HIOCKOIOB U COIyTCTBYIOLIMX M3/EHi

TUV SUD Product Service GmbH-CepTr@uranuonsEi opran - Punnepmrpacce 65 - 80339 r.Mionxen-I'epmanua

TUV®



[leuars: Horapuyc Yuxapa Macaxupo.
JoxyMeHT 3apeTHCTPUPOBaH 3a HoMepoM: Ne «5» 3a «2025» rox
Iloareepxaenue

Hacrosimpm noxareepyknaio ToT daxt, uro Ypau Caromwm, mpencraBurent Caxam flcyxwupo,
Crapmero TI'enepasiibHoro MeHemiepa, kommanus «Xos Kopnopeiimmay, Iloapaznenenue
I[MEHTAKC Jla#idh Keap, oTaen ucclenoBaHHs ¥ pa3BUTHS SNOHHH, pa3zpabOTKH KIMEHTCKHX
pEIIeHMid, 3asBHJI B MOEM IPHUCYTCTBHH O TOM, 4TO ynoMsaHyThl Cakau fcyxupo moarrepam,
4TO OH IOAIIMCAIl TIPHIIaraeMblii JOKyMeHT. Ha ocHOBaHWMM 9ero s MOATBEPIKIAI0 H3JI0JKEHHEIE
(bakTsl.

13 ¢pespans 2025 rona

HoxymeHT cocTarneH B oduce HoTapuyca,

r. Toxuo, Tatukara, Cubazaku-1€, 3-TéMe, 9-21

Horapuyc, noasegomcTeeHEb ToxkuiickoMy OI0p0 IO IOPHIUIECKUM BOIIPOCAM

[Tewars: Horapuyc UMXAPA Macaxupo.

Horapuyc [Hoonucye ] YUXAPA Macaxupo

CBHUIETENLCTEO

Beimenprpenensas NOAMUCH SBISLETCS MOMIMHHON OMIUCHI0 HOTAPUYCa, II0ABEOMCTBEHHOTO
ToxuiickoMmy OOpO IO IOPHIMYECKUM BOIPOCAM, KPOME TOTO, Sl MOATBEPKAAI0 HOIIHMHHOCTH
[IPHIIOKEHHOM JTMIHOM TeYaTy YIIOMSIHYTOTO JIHIA.

13 ¢enpans 2025 roxa

Hupextop Toxkuickoro Oropo no ropuaryeckuM Bonpocam AMAT'YUA TAKAIOKA

[lewats: Jupextop Tokutickoro 610po o IOPUIAIECKIM BOIIPOCAM.

AIIOCTIIb

(Taarckas koHBEHIUA OT 5 oKTAOpa 1961 roxa)

1. Crpana: ATIOHMA
Jannerii opunnansHeH JOKYMEHT
2. mopmmcaH YUXAPA Macaxwupo
3. BHICTYNAIOMIMM B KadecTBe Hotapuyca Toxuiickoro Giopo o 0puIMiecKHM BONpocam
4. zaBepen nedatsro/mtaMiom YHXAPA Macaxupo, HOTapHyca

Y noctoBepeHo

5. BT. Tokuo 6. 13 ®EBPAJIA 2025T.
7. MUHHCTEPCTBOM WHOCTPAHHBIX &M
8. 25-N2 000255
9. [IleuaTs/wTamm
I'epboBas newars: ANOHWA. MUHMCTEPCTBO HHOCTPAHHDBIX JIEJL.
10. [Noanucs [loonucs]

VTS Pépsu

Ot umern MuHHCTpa HHOCTPAHHEIX JE



HOTAPUAJIBHOE CBUAETEJLCTBO

Hacrosium  cBuperenscrByercst, uyro YPAWM Caromm, npencrasmtems CAKAU Scyxwmpo,
Crapmero I'enepanpHoro wMenemxepa, kxomnasus «Xos Kopmopeimmy, Ilompazmenenue
HEHTAKC Jlaiip Keap, otnen uccnenoBanus W pa3BuTus SIHoHuH, pa3palOTKH KIHEHTCKHX
pelIeHMH, 3asdBHJI B MOEM IIPUCYTCTBHM O TOM, u9ro ynomsuHyTeli CAKAW Scyxupo

[IOATBCPAWII, YTO OH IIOAIIHACAII OpHIar aeMBIH HJOKYMCEHT.

Haruposano cerogns, 13 derpans 2025 rona.

[Hloonucs]
UHMXAPA Macaxuapo
HOTAPUYC
9-21, 3-TEME, CUBA3ZAKWUTE
TATHUKABA, TOKHMO, SITIOHN A

Iegars: TOKUVICKOE BIOPO I10 IOPUJIUYECKVM BOITPOCAM. HOTAPHYC.
9-21, 3-TEME, CUBABAKUTE
TATUKABA, TOKHO, ATTOHHUA.




Ilepesod oannozo mexcma evinonien nepesoduuxom Apuiukosoii Anacmacueii Andpeesnoil.

A

’uf Poccuiickaa @edepayun

Topoo Mockea
Heeamnaduyamozo heepann dee mpicauu 08aduame namozo 2004

A, Poouna Ynvsana Anexceeena, spemeHHO UCNOIHAIOWAs 0053aHHOCIY HOMapuyca 20poda Mockew: Ko
Braoumupa Koncmanmunosuya, ceuoemenscmeyio NOONUHKOCHTb NOONUCY NEPesoOYUKa Apuiukosol
Anacmacuu Anopeesuui.

[lodnuce coenana 6 MOEM NPUCymCmau.
Jluunocme noonuc, Jﬂgg _eo_ Oorgmenm YCMaHOo8neHa.

BPHO nomapuyca



		2026-03-03T10:05:03+0200
	Moldova
	MoldSign Signature




