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March 2, 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 copy of the original
document.

Do

z
SA Yasuhiro Digitally signed by Ceaicovschi Tudor
Seniér General Manager Date: 2023.04.05 14:04:59 EEST

4 Reason: MoldSign Signature
Customer Solution Development Location: Moldova

Japan Research & Development Department
PENTAX Lifecare Division
HOYA Corporation
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 068357 0027 Rev. 01

Product Service

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

MEDICAL Tokyo
160-0023 JAPAN

Certification Mark:

R ENSO 185 A

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 and certification
regulation of 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. 01

Report No.: JA1768298
Valid from: 2022-02-27
Valid until: 2025-02-26

C@:L\_/

Date, 2022-02-24 Christoph Dicks
Head of Certification/Notified Body

’ o 7@
Page 1 of 2 L)Y

TUV SUD Product Service GmbH « Certification Body « RidlerstraRe 65 = 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service “

No. Q5 068357 0027 Rev. 01

Applied Standard(s):

Facility(ies):

ik

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN I1SO 13485:2016

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 « Ridlerstrae 65 « 80339 Munich = Germany
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(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has been signedby [WATAHIKI Yutaka
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of ||/ \TAHI Kl Yu taka Notary
Certified

. at Tokyo 6.

. by the Ministry of Foreign Affairs

. 22-NO 042117

. Seal/stamp: 10. Signature

=

For the Minister for Foreign Affairs

MAR. 10,2022
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Notary
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J. ) A_J (Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. hasbeen signed by \WATAHIK| Yutaka
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of \[{/ATA MK Y taka ,Notary

Certified
5. at Tokyo 6. i . A
&N . . MAR. 10,2022
7. by the Ministry of Foreign Affairs
8. 22-NO 042117
9. Seal/stamp: 10. Signature
HAMAMOTO Hiroki

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

Thi‘s 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 to

the attached document.

Dated this 10™ day of March, 2022.

WATAHIKI Yutaka

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



~ TlepeBos ¢ AMOHCKOTO M aHTIHMCKOTO S3BIKOB Ha PYCCKHI

PENTAX
'MEDICAL

[Cepruduxar Ne Q5 0'683_57 0027 Bepc. 01] . -

XOSI
TIEHTAKC

2 MapT_a 2022 rona
ITo Mecfy TpéﬁOBaHI/ISI‘
MMOTBEPK IEHUE

Mei, «XOS Kopmopeinma», (6-10-1, Hucu-Cunpsioxky, Cunpsioky-ky, Toxmo, 160-0023,
SInoHus), HACTOSIIHNM CBHAETEIHCTBYEM, 4YTO IpHIIaraeMbIi ,I[OI{yMeHT YKaSaHHLIPI BEIIIIE,
SIBJISIETCSI Kormen OPHTHHAJILHOTO JIOKyMEHTa,

[1loonuce]
'CCAKAMU Scyxupo

Crapimit TenepalIbHBIH MEHEIKEP

O11ex pazpabOTKH KITMEHTCKHX pEITeHuit
()ryien HeeneaoBaHus H pa3sBHTHA SnoHnn
I lojpaspenenune IIEHTAKC J'Iaml) Keap
X0’ Kopnopeiins :
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'{No Qs 068357 0027 Bepc 01

SR l];epmaTe b cepTH(llﬂKaTa g o XO}I Kopnopeumﬂ (HOYA Corporatlon)
- PENTAX = - 6&lot HHCH—CIIH}ISIORY
R e oy Cnﬂ,uzmlcy—lcy o
MEDICAL . Tokmo ‘
e T e : -'-.__160 0023HHOHI/I${

R ‘-"-::Cép}ﬁ(]immnﬂopm;lﬁ S;HaK: --TUV SUD Lot
oo g . .- ENISO 13485
‘ tuv—sud.com/ps cert

A _:.-.Oﬁnac'ne. npnmeHeHm[ S HpOERTHPOBaHHe n paspaﬁo’rlca, npomnom:'mo,
'Ceme]mKaTa ... peand3anuf M oﬁcnyﬂmnaune Mennnm{czmx 3
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. Opran ceprudurarm TUV SUD Product Service GmbH crpeTelbeTByer, 1o BHINCYKasaHHasT -
.. KOMIIAHEA BHEJPHWIA M IIOHIEPKABAT CHCTEMY MEHE/DKMEHTE KAYeCTBa, KOTOPas COOTBETCTRYET
- TpeGoBaHIIM Yka3aHHBIX ‘cTaH,uapTOB Bee rpumMenuMble TpeOOBAHKA PerIaMEHTa HCIBITAHHE 1 -
: acepm(pmcar_mn oprammsammn TUV SUD Product Service GmbH ssmonssmorcest. [lonpoSaeie’ CBEASHUS 1
L an)opmaumo 0 JISHCTRHTETEHOCTH AAHHQTO cemeiJm{aTa. CM. 10, CCRUTKE: WWW, tuvsud com/ps~-
S cert‘?q—Cert 05 068357 0027 Rev. 01" - o : X C : ‘
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Coo ) Jleiierewrenemc: 27022022
C L delierpaTenen ;o: 26 02. 2025

‘fava, 24022002 [loomucs] o | A 3
S o Kpuo'loq)llmcc ' S :
 Pyxosogurens cepmcbPLKauHOEII{OPO/HoTH(bHLrnpOBaHHOFO opraHa, ;

CTpaHHuaIH32 _ - ;

: TUV SUD Product Serwce GmbH—CemebmcaquHHLm opraH aneplm‘pacce 65 803 39 r. MIOHXGH-F epMaHm
_ , . - TOV®




' Norors: [DAKKS] - |
. HGMCI[KI/[I’I OpI‘EI.H. aKKpCI[HT'dILHH
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' mpexmpmaTae(ns): '30-2 Oxkana, A3a—-HIuMOM1mH0, I_IylumaTe, Kypﬂxapa-mﬂ, Mlmrﬂ, S

‘ TUV SUD Product Servme GmbH—CemebHKaImoum)m opraH Pﬂmepmrpacce 65 - 80339 i Mrouxeml"epmanm

Product Servme].j

N QS 0683570027 Bepc 01 s
. "'"".:Hpnmenﬂem.m(me) 0 BNISO 13485 2016 : : . e
ot u_rannap'r(m) ‘ : s MenpMHCKEe mnenpm - CHCTEMBL MGHG,E[)KMGHTEL KaT-IeGTBa— o

+ TpeGopanns B HOpMaTI/IBHLIX eI
. (1SO-13485:2016) R
-DIN EN ISO 13485 2016

987-2203, HI[OHHH

. Hpomlsoncmo Hpeanusaum MGJZ(I/IHI{HCK_PD( aH,uocrconoa 7
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R ) fXOS[ Kopnopenmﬂ (Ilaﬁpmca IIEHTAKC }Imarara S
4- 1 Xﬂﬂo,r(e-qo, Harau-mn, }ImaraTa, 993 0012 f[[[OHIfISI

. HpOPISBO,[[GTBO Meﬂmuﬂcm :_am‘_[ocxonma u conyT,CTBy.Iomnx mne‘nnﬁ.:,‘ )
X0 I{opnopeunm

- 6-10-1 Hucn-cnnnsmmy, Cﬂﬂnsmmy-[cy, Tormo, 160-0023

HopMaTHBHo-npaBoBoe perynupona:ﬂne AR . T

- X0A Kopnopenmn Hoz(pasz(enenue lIEHTAKC JIam]r Keap
CBY Meémnipncxax nacrpymentos Iltad-kBapinpa Hpojam B
Huonun
3-35 1 IIIIIMO-peH,mIca[cy, MnTalca-um, Tomno, 181 0023 H[IOH]?I}I

: Peanmauuﬂ MeJIHL[HHCKI/IX amxocrconozs u COIIyTGTBYI-OIIIHX PIS,I[E:J!HH L

n XOH Kopnopemmi I[onpaanenenue ]IEHTAKC JIami) Keap
. TeXHOJOrmICCRNiE HeHTp Illosamomopn -
©1-1-110 I_[yuymfcuramca, Alcumnma-mu, Tomm, 196 0012
f[[IOI—I[/IH I ‘

‘ Hpoezcmponaﬁﬂe " pa3pa6o1:1<a a TAaKKe pcanmaupm MGI{HILI/IHOKI/IX A
31{}100[(01'[013 u COIIyTCTByI—OH.IHX I/I3,[[GHI/I_PI - L Co
a XOH Kopnopenml{ ]Ionpasneﬂenne ]IEHTAKC .]Iam]) Keap
' TIpou3BOXCTBCHAO-TEXHOIOIATeCKHIl enTp/ Dadpuia Orana
395 Oasa-Kamyﬂma, Orasa-maqu, Xmm-ryﬂ, Caiirava 355—0316 '

Hpomao;(cmo peannsaum )7} OGCJIY)I(PIBaHHG Mennum{cmx
. 'BH,IIOOKOIIOB H COHYTCTBy[OH.IHX mnenuﬂ .
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[Meyars: Horapuyc IOTaka Baraxuku.
JTIOKYMEHT 3aperucTpupoBaH 3a HomepoM: Ne «56» 3a «2022» rozx
IloaTBep:KACHHE

'HaCTOSIH.II{IM-HO,I{TBep)K,_I[aIQ -TOT (aKT, YTO Xacerasa Xadro, npe,n;cTaBHTeJiL Caxau Slcyxupo,
- Crapurero I'enepansHOro Mememkepa, kommanus «Xos Kopropeiniay, [Tonpaznenenue
TIEHTAKC Jlaiip Keap, oTaen uccnenoBaHHs M pa3BUTHsA SNoHHH, pa3pabOTKH KIHEHTCKHX
‘pelleHHi, 3asBMI B MOEM IIPUCYTCTBHH O TOM, 4TO yHoMsHyThIH Cakau fIcyXupo moATBepau,
YTO OH MOZANMCAN IPHIIAraeMbli JIOK}’MCHT Ha ocHORaHWHM 4ero s MOATBEPIKIAID H3JI0KEHHBIE
(paxThL.

10 mapra 2022 rona

JIokyMeHT cocTaBJieH B ouce HOTapyca,

r. Toxuo, Tarrkasa, Cubasaxu-té, 3-Téme, 9-21

Horapuyc, mogsenomctBeHHbIH ToxuiickoMy 010po 110 Iopn,tmquKHM BOIPOCAM

ITeuyats: Hotapuyc BATAXHWKH IOTaxa. .
Horapmyc ' - [Hoonuce] BATAXUWKMU IOTtaka

CBHIeTENLCTBO

BeiurenpuBe IeHHAsT TOIHCH ABIAETCS HOMTHHHON TOIUCHIO HOTapHyca, TIOJIBEIOMCTBEHHOTO
ToxutickoMy OI0pO 10 FOPHIMYECKHM BONPOCAM, KpOMe TOTO, 5 l'IO,ILTBep)I{J_IaIO I‘IOIUIHHHOCTI:
| PUIIOIKEHHO} IMYHOM NevaTy yHOMﬂHyToro JTHIIA, :

- 10 mapra 2022 roa

‘ ,Z[HpeKTop TOKHHCKOI‘O 6ropo 1o }opH,quecKHM porpocam CAKAMOTO ECHUTAHD

HeanL: Jupextop Toxmiickoro 610po Mo PHAMIECKHM BOIPOCAM.

AIOCTWJIb

(Taarckasi KOHBEHIHA OT 5 okTAGPs 1961 rona)

=l

Crpana: ATTOHM A .
JanHbiit ouuHansHeIA JOKYMEHT
MoAnMcaH BATAXHWKH Otaka
BLICTYIAIOIIMM B KauecTBe HoTapuyca TokHiicKoro 610po 1o I0PHAHYECKHM BOIPOCaM
3aBeped nevartsio/iuramnoM BATAXWKH IOTaka, HoTapHyca

o

ol o]

Y nocroBepeHO

5. Br. Tokuo 6. 10 MAPTA 2022 T.

7. MHHHCTEPCTBOM HHOCTPAHHEIX J€ll

8. 22-Ne 042117

9. Tleyars/LITaMIl

["epOoBas nevars: HHOHI/I}I MHHI/ICTEPCTBO HHOCTPAHHBIX ,T.[EH

10. I1 OZTHCE : - [Hloonuce]
) XAMAMOTO Xupoxu

OT UMeHH MHHHCTP& HHOCTpaHHI)IX ;[en




HOTAPHAJIBHOE CBUAETEJIBCTBO

Hacrosmum CBHueTeniaCTByeTcz, gyro XACET'ABA XaﬂTo,-npe,ucTaBmenb,CAKAI/I }Iéyxnpo;
Crapmero I'eHepaJlbHOro MeEHEIKEDA, KOMITaHHSA «X0s Kopnopeﬁmn», Ilogpaznencuue
[IEHTAKC Jlaiidp Keap, oTmen mccienopaHus ¥ pasBUTHS STOHMH, Pa3pabOTKH KIHEHTCKHX -
pEILCHHIl, 3asBHII B MOEM HIPUCYTCTBHY O TOM, 4TO ynoMsHyTei Cakau Scyxupo noﬁTBepﬂnn,

YTO OH I10/UTHCAJ IPHIAraeMBblid TOKYMEHT.

Haruposano cerojus, 10 mapra 2022 roga.

[Hoonuce]

BATAXHWKH IOraka

HOTAPUYC —
9-21, 3-TEME, CI/IBABAKI/ITE
TATUKABA, TOKHO, SIIIOHUSA

TMeuars: TOKMMCKOE BIOPO I10 IOPUJIMYECKNM BOIIPOCAM. HOTAPHYC.
921, 3-TEME, CUBA3BAKUTE
TATHUKABA, TOKHO, SITTOHKSI.
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