Anexa 53

Specificatie de tehnici completata

Model: FG-29+LH-150PC; Producitor: PENTAX Medical; Tara: Japonia.

Specificarea tehnica deplina solicitata de catre
autoritatea contractanta

Specificarea tehnica deplina propusa de catre
autoritatea ofertanta

Fibrogastroscop

Cod 290200

Descriere Fibreogastroscop destinat diagnosticului
si tratamentul potiunii esofago-gastro-duodenale

Parametrul Specificatia

Sistem optic Unghiul cimpului de vedere > 120
grade

Inclinarea cimpului vizual 0 grade

Adincimea cimpului vizual 3- 100mm

Capul distal < 9.8 mm

Diametrul exterior < 9.8 mm

Inclinarea capului distal sus/jos 210/90 grade
dreapta/ stinga 100 grade

Diametrul tubului introdus < 9.8 mm
Lungimea de lucru > 1000 mm

Canalul de instrumente > 2.8 mm
Completarea Lampa de halogen de rezerva - 1
unit.

Piesa bucala -2 unit.

Tester automat (sa se indice modelul) - 1 unit.

(sa se indice modelul)"
Pensa de biopsie- 2 unit.

"Sursa de lumina halogen (minim 150 W) - 1 unit.

Fibrogastroscop - DA

Cod 290200

Descriere Fibreogastroscop destinat diagnosticului
si tratamentul potiunii esofago-gastro-duodenale
DA

Parametrul Specificatia

Sistem optic Unghiul cimpului de vedere - 100
grade DA

Inclinarea cimpului vizual 0 grade DA
Adincimea cimpului vizual 3- 100mm DA

Capul distal - 9.8 mm DA

Diametrul exterior - 9.8 mm DA

Inclinarea capului distal sus/jos 210/120 grade DA
dreapta/ stinga 120 grade DA

Diametrul tubului introdus - 9.8 mm DA
Lungimea de lucru - 1000 mm DA

Canalul de instrumente - 2.8 mm DA

Completarea Lampa de halogen de rezerva - 1 unit.
DA

Piesi bucali -2 unit. DA

Tester automat (sa se indice modelul) - 1 unit. DA
SHA-P6.

"Sursa de lumina halogen (minim 150 W) - 1 unit.
DA (sa se indice modelul)" LH-150PC.

Pensa de biopsie- 2 unit DA.

Digitally signed by Ceaicovschi Tudor
Date: 2021.07.08 11:24:24 EEST
Reason: MoldSign Signature
Location: Moldova
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January 8, 2019

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 original
document.

Seiya Raiju / e ,
Vice President ’
Global Quality Assurance & Regulatory Affairs
PENTAX Lifecare Division

HOYA Corporation
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 068357 0029 Rev. 00

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

EC-Representative: PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,

GERMANY
Product Balloon for Ultrasound Endoscopes,
Category(ies): Sterile Endoscope Channel Seal for the Prevention

of Reflux of Body Fluids from Endoscopes,

Sterile Irrigation Tap for Use
in Biopsy Endoscopic Procedures

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: JAQ235034630
Valid from: 2019-02-01
Valid until: 2024-01-31

Date, 2018-12-13 / / A

Stefan Preil}

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body - Ridlerstralie 65 » 80339 Munich » Germany

Product Service

TV
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 068357 0029 Rev. 00

Facility(ies): HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo,
160-0023 JAPAN

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstraie 65 « 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System

Product Service

Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)

(Devices in Class lla, b or II1)

No. G1 068357 0028 Rev. 00

Manufacturer:

EC-Representative:

Product Category(ies):

HOYA Corporation
6-10-1 Nishi-shinjuku
Shinjuku-ku

Tokyo

160-0023 JAPAN

PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,
GERMANY

Endoscopes, Ultrasound Endoscopes,
their Related Equipment and Accessories (lla, lib)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See

also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2018-12-12

Page 1 0of 2

JAQ235034630

2019-02-01
2024-01-31

[ o

Stefan Preify

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH + Certification Body « Ridlerstralle 65 * 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or III)

No. G1 068357 0028 Rev. 00

Product Service

Facility(ies): HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate,
Kurihara-shi, Miyagi, 987-2203 JAPAN

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

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

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

o g ®
TOV SUD Product Service GmbH + Certification Body « Ridlerstralie 65 « 80339 Munich « Germany v
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

] This public document

[ 2. has been signedby Teruo Takayanagi

3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of Teruo Takayanagi ,Notary

Certified
5. at Tokyo 6. JAN g, 2019
7. by the Ministry of Foreign Affairs
8. 19-N9 022801
9. Seal/stamp: 10. Signature
T. Tanaka
Toshle TANAKA

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that Lee Jinwoo, an agent of Seiya Raiju,
Vice President of HOYA Corporation PENTAX Lifecare Division
Global Quality Assurance & Regulatory Affairs has stated in my
very presence that said Seiya Rai ju acknowledged himself to have

signed and sealed to the attached document.

Dated this 9" day of January, 2019.

i ‘ Serns J p/%afaﬁ,,%

Teruo Takayanagi

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

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

This declaration is based on EC quality system approved by

TOV SUD Product Service GmbH (No.0123), RidlerstraBe 65, 80339 Minchen, Germany

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

Tokyo, Jun. 1, 2016 W_VAD

Hiroshi MARUSAWA

General Manager

Global Quality Assurance and
Regulatory Affairs

PENTAX Lifecare Division

HOYA Corporation

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: RO3
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List of products labeled with CE marking
Category : Endoscopes, video processors and accessories

ER-QL-193
Date : 2016/06/0L

MDD ClassIa&Ib / RoHS

Modél Name . ‘MDD Class |- Ruie: | Initial date of declaration of conformity |Serial/Lot Number |Remarks
DC-D2618 Ib g 2016.6.1 B605443-
DL-D2618 b 9 2016.6.1 B501390-
DL-D2622 1b g 2016.6.1 =
DN-D2718A Tb 9 2016.6.1 B602186-
DN-D2718B Tb 9 2016.6.1 B502150-
DN-D2722A jif) 9 2016.6.1 B601655-
DN-D2722B 1b 9 2016.6.1 BE01380-
DO-D2618 i) 9 2016.6.1 BS01080-
DO-D2622 Tb g 3016.6.1 BS01130-
DP-DJ518 i{3) 9 2016.6.1 B604337-
DP-D2622 Ib 9 2016.6.1 B604284-
EB-1170K Ta 5 2016.6.1 H120632-
EB-1570K Ia 5 2016.6.1 H122438-
EB-1572K Ta 5 2016.6.1 G120015-
EB-1575K Ta 5 2016.6.1 H121085-
EB15-110 Ta 5 2016.6.1 A120008-
EB-1970K Ta 5 2016.6.1 H121697-
EB-1970TK Tz 5 2016.6.1 H120415-
EB-1972K Ta 5 2016.6.1 G120011-
EB-1975K Ta 5 2016.6.1 H120735-
EB-15901 Ta 5 2016.6.1 AI10146-
EB15-J10 Ta 5 2016.6.1 A120008-
EC-2990Fi Ta 5 2016.6.1 H110034-
EC-29900i Ia 5 2016.6.1 H110198-
EC-2990Mi Ta 5 2016.6.1 H110021-
EC-3490Fi Ta 5 2016.6.1 =
EC-3490FK Ta 5 2016.6.1 H120304-
EC-34900 Ta S 2016.6.1 =
EC-3490LK Ta 5 2016.6.1 H120245-
EC-3490Mi Ta S 2016.6.1 =
EC-3490MK Ta 5 2016.6.1 H120052-
EC-3490TF Ia 5 2016.6.1 Hi110246-
EC-3490TU Ta 5 2016.6.1 H110591-
EC-3490TWi Ta 5 2016.6.1 H110063-
EC349-110F Ta 5 2016.6.1 A110387-
EC34-110L Ta 5 2016.6.1 AI10709-
EC34-110M Ta 5 2016.6.1 A110143-
EC-380FR7p Ta 5 2016.6.1 H122904-
EC-380FKp Ta S 2016.6.1 H121099-
£C-380LKp Ta 5 2016.6.1 H122680-
EC-380MK2p Ta 5 2016.6.1 H120272-
EC-3890F Ta 5 2016.6.1 H111703-
EC-3890F12 Ta 5 2016.6.1 H112550-
EC-3890FK Ta 5 2016.6.1 H120749-
|EC-3890FK2 Ia 5 2016.6.1 H121049-
EC-3890F7i Ta 5 2016.6.1 H110084-
EC-3390L1 Ta 5 2016.6.1 H116211-
EC-3890LK Ta 5 2016.6.1 H120935-
EC-389007i Ta 5 2016.6.1 H110061-
EC-3890M Ta 5 2016.6.1 =
EC-3890M12 Ta 5 2016.6.1 ~
EC-3890MK Ta 5 2016.6.1 H120120-
EC-3890MK2 Ta 5 2016.6.1 H120066-
EC-3890MZi Ta 5 2016.6.1 R110044-
EC-3890TFK Ta 5 2016.6.1 H{20051-
EC-3890TLK Ta 5 2016.6.1 F120108-
(EC38510F Ta 5 2016.6.1 A110999-
EC38-110F2 Ta 5 2016.6.1 A110794-
EC38-110L Ta 5 2016.6.1 A111539-
EC38-110M la 5 2016.6.1 A110444-
EC38-110M2 “1a 5 2016.6.1 AT10111-
EC38-110NF Ta 5 2016.6.1 A110045-
EC38-TIONL Ta S 2016.6.1 A110036-
ECY-1570K Ta 5 2016.6.1 H120415-
ECY-1575K Ta 5 2016.6.1 H120438-
ED-3490TK Ta S 2016.6.1 F121416-
ED34-110T Ta 5 2016.6.1 A110621-
EE-1580K Ta T 2016.6.1 H120127-
£6-1690K Ta 5 2016.6.1 =
EG16-K10 Ta 5 2016.6.1 A120318-
EG-1870K Ta 5 2016.6.1 =
EG-2490K Ta 5 2016.6.1 F120374-
£G-27900 Ta 5 2016.6.1 =
EG-2790K Ta 5 2016.6.1 Hi21177-
EGJ/-110 Ta S ~ 2016.6.1 A110899-
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ER-QL-193
Date : 2016/06/01

List of products labeled with CE marking
Category : Endoscopes, video processors and accessories
MDD Class I a&Il b / RoHS

Model Name MDD Class | Rule | Initial date of declaration of conformity |Serial/Lot Number |Remarks -
EG-290Kp Ia 5 2016.6.1 H127399-
EG-2990i Oa 5 2016.6.1 H118721-
EG-2990K Ia 5 2016.6.1 H122541-
EG-29907i Ia 5 2016.6.1 H110202-
EG29-i10 Ta 5 2016.6.1 A113584-
EG-3490K Ia 5 2016.6.1 H120712-
EG-3890TK Ia 5 2016.6.1 H120264-
EPK-1000 Ia 2 2016.6.1 H016084-
EPK-100p Ta 2 2016.6.1 F013808-
EPK-3000 Ta 2 2016.6.1 A020033-
EPK-i5000 Ia 2 2016.6.1 E013560-
EPK-17000 Ia 2 2016.6.1 C010936-
EPK-I7000(A) Ia 2 2016.6.1 C010490-
EPK-17010 a 2 2016.6.1 A010107-
EPK-p(C) Ia 2 2016.6.1 B011594-
ES-3870K Ta 5 2016.6.1 H120214~
FB-10V Ia 5 2016.6.1 H110891-
FB-15BS IIa 5 2016.6.1 -
FB-15RBS Ia 5 2016.6.1 H111601-
FB-15V Ta 5 2016.6.1 H113137-
FB-18BS Ia 5 2016.6.1 -
FB-18RBS Ia 5 2016.6.1 H110788-
FB-18V 1a 5 2016.6.1 H112369-
FB-19TV Ia 5 2016.6.1 H110737-
FB-8V Ia - 2016.6.1 H110744-
FC-38FV Ta 5 2016.6.1 H110906-
FC-38LV Ia 5 2016.6.1 H111645-
FCN-15X Ta 5 2016.6.1 =
FCP-SP Ia S 2016.6.1 H110335-
FCY-15RBS ITa 5 2016.6.1 H111082-
FD-34V2 Ia 5 2016.6.1 H110286-
FG-16V Ia 5 2016.6.1 H110433-
FG-24V Ia 5 2016.6.1 H112083-
FG-29V Ia S 2016.6.1 H117736-
FHY-10RBS Ta 5 2016.6.1 H110282-
FHY-15RBS ITa 2 2016.6.1 H110202-
F1-10BS Ia 5 2016.6.1 =
FI-TORBS Ta 5 2016.6.1 H111270-
FI-13BS Ia 5 2016.6.1 =
FI-13RBS Ta S 2016.6.1 H110696-
FI-16BS Ia 5 2016.6.1 =
FI-16RBS Ia 5 2016.6.1 H111530-
FI-7BS Ia 5 2016.6.1 =
FI-7RBS Ia 5 2016.6.1 H110318-
FI-9BS Ta 5 2016.6.1 =
FI-9RBS Ta 5 2016.6.1 H110638-
FNL-10RBS Ia 5 2016.6.1 H115649-
FNL-10RP3 Ia S 2016.6.1 H141695-
FNL-15RP3 Ia 5 2016.6.1 H112263-
FNL-7RP3 Ia 5 2016.6.1 H115067-
FS-34V Ta 5 2016.6.1 H111651-
FUR-GRBS Ta 5 2016.6.1 H110218-
HDB2418 Ib 9 2016.6.1 -
HDB2418W Ib 9 2016.6.1 J604202-
HDB2422 Ib 9 2016.6.1 -
HDB2422W Ib 9 2016.6.1 J601511-
H-52518 Ib 9 2016.6.1 D311610-
H-$2522 Ib 9 2016.6.1 D513053-
HS-D2618 Ib 9 2016.6.1 to be fixed later
HS-D2622 Ib 9 2016.6.1 to be fixed later
LH-150PC Ia 2 2016.6.1 B043790-
OF-B205 Ia 5 2016.6.1 0011026~
-|0S-H3 IIa 2 2016.6.1 0021046-
0S-H4 Ia 2 2016.6.1 0051046~
0S-H5 Ia 2 2016.6.1 0081026-
VNL-1070STK Ia 5 2016.6.1 H120233-
VNL-1190STK Ia 5 2016.6.1 H120300-
VNL11-J10 Ia 5 2016.6.1 A120014-
VNL-1570STK Ia 5 2016.6.1 H120446-
VNL-1590STi a 5 2016.6.1 H110250-
VNL15-J10 Ia S 2016.6.1 A120003-
VNL8-)10 Ia - 2016.6.1 A120012-
V5B-2990i Ia 5 2016.6.1 H110095-
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June 15, 2016

To whom it may concern
STATEMENT

We, HOYA Corporation (6-10-1, Nishi-Shinjuku, Shinjuku-ku, Tokyo 160-0023, Japan), hereby

= *g—-;—{certify that attached document listed above is the copy of the original document.
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document

2. has been signed by SUSUMU I1IBUCHI
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stampof  SUSUMU [IBUCH] ,Notary

Certified
5. at Tokyo 6. %7 JUN 2015
7. by the Ministry of Foreign Affairs
8. 16N2 006830
9. Seal/stamp: 10. Signature

A
W, Ggosa,

Ayako OGAWA
For the Minister for Foreign Affairs




Registered No.2 2 3

NOTARIAL CERTIFICATE

This is to certify that MAYUKO YOSHIKAWA 6 an agent of
HIROSHI MARUSAWA General Manager, Global Quality

Assurance and Regulatory Affairs of HOYA  Corporation
PENTAX Lifecare Division, has stated in my presence that

said HIROSHI MARUSAWA acknowledged to have signed the

attached document.

Dated this 17 day of JUN. 2016

t |
/{a,}, (AL / Q/M%u

SUSUMU IIBUCHI




(Translation)

CERTIFICAT

This is to certify that the signature affixed above
has been provided by Notary, duly authorized by

the Tokyo Legal Affairs Bureau and that the Official

Seal appearing on the same is genuine .

Date M7 JUN 20

E

Director of the Tokyo Legal Affairs Bureau

e B E B

(Chikara SATO)

Official
Seal




@ Choose your Region | EMEA | EN Youllifs

Products v  Services Training Vv News & Events ~  Careers ¥  AboutUs ~  myPENTAX Medical

Q.

& Contact Us Search

PENTAX
MEDICAL

Gastroenterology >

Home » Products » Gastroenterology » Gastroscopes » V Series Fiber Gastroscopes

Submit Inquiry Form

V Series Fiber Gastroscopes

PENTAX Medical fiberscopes feature proprietary designs

Endoscopic Ultrasound > that enhance optical quality and scope functionality and
are reliable, well-engineered, and supported by PENTAX
Pulmonology > Medical’s convenient customer service and expert
technicians.
ENT & Speech > Outstanding optical quality
Urolo N PENTAX Medical’s proprietary Superfine Fiber
oy technology increases the number of optical fibers that
carry images for tissue visualization with effective image
Advanced Imaging > resolution and color discrimination. The PENTAX
Medical hexagonal close-packed fiber arrangement
Video Equipment 5 protects individual fibers from damage to maintain
imaging consistency and quality over time.
Accessories & Peripherals > Optimized interface and functionality
The proven interface of PENTAX Medical fiberscopes includes a wide deflection angle, well-engineered control body,
and instrument channel sizes to support a wide variety of procedures and applications.
Proven quality and durability
PENTAX Medical fiberscopes are reliable and effective. Quality manufacturing, proprietary technology, and functional
design provide excellent overall value and dependability.
Downloads
@ Product Overview
Product Specifications
Product Insertion Instrument Working Total Angle Focal Angulation
Tube Channel Length Length of Range Up/ Right /
Diameter Diameter * View Down Left
(mm) (mm) (mm) (mm) (°) (mm) (°)
FG-29V 9.8 2.8 1050 1395 100 3-100 | 210/120 | 120/120
*Instrument Channel Diameter: Minimum Instrument Channel Diameter
Accessories >
Please click on product model to view related accessories
Compatible Products Malntallnlng ol
Equipment
L
-1
=n
Halogen Light Source
LH-150PC
Disclaimer: The list only shows compatible products that are currently available for sale.
Reprocessing step-by-step >
Manual Reprocessing
WD Reprocessing
For more information, please submit your inquiry using the form below.
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September 12, 2019

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.

— e

Seiya Raiju /

Vice President

Global Quality Assurance & Regulatory Affairs
PENTAX Lifecare Division

HOYA Corporation




PENTAX

MEDICAL

MANUFACTURER’s CERTIFICATE
September 9, 2019

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, 2022.

‘6‘%—

Seiya Raiju

Vice President

Global Quality Assurance & Regulatory Affairs
PENTAX Lifecare Division

HOY A Corporation

CEPTH®UKAT ITPOU3BOJAUTEJIA
9 cenTndpna 2019 rona

Hacrosmmm MBI, KOMITaHHsI «X0OS
Kopnopeimn»,  Anonus (6-10-1 Hucu-
Cuamioky, Cwumamsioky-ky, Toxwmo 160-0023,
Snonus), IPOU3BOUTEND MEIHIIMHCKOro
3HJIOCKOITMYECKOT O obopynoBaHus,
HHCTPYMEHTApHS U aKceccyapoB TOPTOBOH MapKH
PENTAX/ PENTAX Medical mnoareepxkaaem,
YTO Haima ,IquepHHH KOMITAHHUA .

«[IEHTAKC EBPOIIA I'm6X»
(fOmayc-®occenep-mrpacce 104, 22527,
I'ambypr, I'epmanng)

SIBJISIETCS HKCKIIFO3UBHBIM JIUCTPUOBIOTOPOM U
MOCTABIIMKOM 3H/IOCKOIMYECKOro 00opyIoBaHus,
HHCTPYMEHTApPHS U aKCECCyapoB TOProBOil MapKu
PENTAX/PENTAX Medical na Teppuropuro
Poccuiickoit @enepanuu u Pecriyonuk YkpauHsl,
Benapycu, Monpnosel, I'py3uu, Apmenuu,
Kazaxcrana, TamxukucraHa, Y30ekucrana,
Typxmenuu n Kupruzuu. DKCKITIO3UBHEIE
nonHomounst [IEHTAKC Espona ['m6X taxske
pacmpoCTpaHsIOTCs Ha MPOAAXKY
COIYTCTBYIOIEro 000pyAOBaHHUS, PETUCTPAIHIO,
cepBHCHOE 00CITyKUBaHHE U IPOBEJCHHE
TPEHHHIOB.

HacrosimuMm MBI pacipocTpaHsieM IrapaHTUH
MIPOHU3BOIUTEINSA B COOTBETCTBHH C HATUMH
rapaHTHHHBIMH YCIIOBUSIMHM Ha TOBApPbI
PENTAX/PENTAX Medical, mpennaraemeie
«IIEHTAKC EBPOIIA I'MOX» K ITOCTaBKe.

Ms1, «XO4 KopnopeHny, TakKe
noareepxaaeM, uro « [ ITEHTAKC EBPOITA
I'M6X» caMOCTOATEIFHO YCTAaHABIMBAET LIEHBI HA
BCe MpojiaBaeMoe 000pya0BaHue
PENTAX/PENTAX Medical.

JloBepeHHOCTS JIeHCTBUTEIbHA 10 9 ceHTa0ps
2022 ropa.
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=il APOSTILLE
=N L (Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document

2. has been signed by Shigeru Kaneda
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of Shlge ru Kaneda .Notary

Certified
5. at Tokyo 6. SEP, 172, 2019
7. by the Ministry of Foreign Affairs =
8. 1-NO 060561
9. Seal/stamp: 10. Signature
/. T Tanaka
2 Toshie TANAKA.

Y For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE
This is tocertify that Hayato Hasegawa, an agent of SeiyaRai ju,
Vice President of HOYA Corporation PENTAX Lifecare Division
Global Quality Assurance & Regulatory Affairs has stated in my

very presence that said Seiya Rai ju acknowl|edged himself to have

signed and sealed to the attached document.

Dated this 12th day of September, 2019.

Shigow kamedi

Shigeru Kaneda
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N&gﬁL&CHOME,smAZAKﬁmgy/
TACHIKAWA, TOKYO, JAPAN

—~

NOTARY
9-21, 3-CHOME, SHIBAZAKIGHO

TACHIKAWA, TOKYO, JAPAN
TOKYO LEGAL AFFAIRS BUREAU
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IlepeBOJ C SIIOHCKOIO aHJIAACKOTO A3BIKOB Ha PYCCKHH

PENTAX
MEDICAL

[CEPTU®VKAT IIPOM3BO/UTEILA]

X054
TIEHTAKC

12 cenrs6pa 2019 rozxa

ITo mMecTy TpeOOBAHHS
[IOXTBEPKIEHUE

M1, X051 KopropeHI, (6-10-1, Hucu-CARABIOKY, CHHIBIOKY-KY, TOKHO, 160-0023, Slmonus),
HACTOSIAM CBHAETENBCTBYEM, HTO npryaraeMblii  IOKyMEHT, yKa3aHHBIH BBINIE, SBICCTCH
OpUTEHANOM JOKYMEHTA.

[IToonuce]

Ceiis Paiinsto

Bune-mpe3uieHT

Oten robaTbHOTo 0becTeIeHHs KagecTBA ¥ HOPMATHBHO-TPABOBOTO peryaupoBaHus
[Toxpa3feneHue [IEHTAKC Jlaiidxeap

X041 KopnopeiH

INeuars xommanun X0 Koprope#IH.



[leuars: Horapuyc Curapy Kanoza.

PENTAX X051 KOPTIOPEMIIIH
6-10-1, Hucu-Cunmzioxy, CHHI3IOKY-KY
MEDICAL r.Toxuo, 160-0023, SAmonus

CEPTUGUKAT MPOU3BOJUTEJLIA

9 cenTsnops 2019 roga

[TEKCT QYBJIMPYETCS HA PYCCKOM SA3BIKE]

[TToonucyw ]

Ceiia Painsio

Burie-nipe3ucHT

Otzien robansHOro 00ecIeYeHns KayecTBa i HOpPMaTHBHO-TIPABOBOTO peryIupoBaHusI
Tozpasnenenne [IEHTAKC JlaiipKeap

X051 Koprnopeiix

I[Negars kommanuu XOS Koprnopens.



[Teuars: Hotapuyc Curapy Kansna.
JIOKYMEHT 3aperucTpupoBan 3a Homepom: Ne «183» 3a «2019» roj
IMoaTBepKAcHHE

HacrosimmM NOATBEPKAAl0 TOT (hakr, 9TO YIOIHOMOYEHHOE JHIO I-H Xagro Xacerana,
[IpeJICTABATENh MOANKECABIIETO pHUIaraeMblil JOKyMEHT BHIE-IIPE3HJICHTA OTIENa r1o00abHOTO
obecrieueHrsT KauecTBa ¥ HOPMATHBHO-IIPABOBOrO PeryIHpOBaHUA MOAPA3ICICHH IMEHTAKC
Jaiipxeap xommammu XOS KopmopeHInH, JMYHO NOATBEPAHI B NPHCYTCTBHH HOTapHyca
HO/UIMHHOCTE IIOJIHCH BbIIEyKa3aHHOro nuia. Ha oOcCHOBaHHM Hero s IOATBEPHKAAO
H3II0KEHHbIE (aKTHL.

12 centsa6ps 2019 rona

JTokyMeHT cocTaBleH B oduce HoTapuyca,

r. Toxwo, Tarukasa, Cubaszaku-1¢€, 3-Téme, 9-21

Hotapuyc, 0o (Be1oMCTBEHHbI TOKHICKOMY 6100 IO IOPUIMYECKIM BOIIPOCAM

[Teuars: Hotapuyc Curapy Kansna.

Hotapuyc Curapy Kansga

CBUICTEILCTBO

BrlenpuBeIeHHas TOIIACh SBJISETCs MOUIMHHOMA MO/IIACEI0 HOTApHyCa, IIO[BEIOMCTBEHHOT'O
ToxuiickoMy GXOpO IO IOPHIMYECKHM BONPOCAM, KpoMe TOrO, s MOATBEPIKIAI0 NOMIHHHOCTE
TIPHJIOYKEHHON THYHOM MevaTy yIOMAHYTOrO JIHIA.

12 centsops 2019 romga
JTupexrop Tokuiickoro 610po 1o I0PUIMIECKUM BOIPOCaM NBASIMA CHH]I3H

[Teuars: Jlupexrop Toxuiickoro 0ropo MO IOPHIXIECKAM BOIIPOCAM.

ATIOCTWIb

(Taarckast KOHBEHIWA OT 5 oKTAGPs 1961 roza)

i

Crpana: ATIOHWA
Jlauubii oHUHATBHBIH TOKYMEHT

2. moanucad Curapy Kanmana
3. BBICTYMAIOIIMM B KayecTse HoTapuyca Toxmiicikoro G10po 10 IPHAHYECKHM BONPOCaM
4. 3aBepeH nedatsro/mramnom Curapy Kansaa, Hotapuyca
YaocToBepeHo
5. Br. Tokuo 6. 12 CEHTABPA 2019T.
7. MUHHCTEPCTBOM HHOCTPAHHBIX I
8. 19-Ne 060561
9. TIleyars/mTamil .
Iep6osas neuars: ATTOHMA. MWHWUCTEPCTBO HHOCTPAHHBIX JIEJI.
10. INoanucek [Hoonucs]
Tocu TAHAKA

Ot umenr MUHHCTpa UHOCTPAHHBIX JEN



HOTAPHAJIBHOE CBUJIETEJIbCTBO

HacTosuM CBHIETENbCTBYETCS, 4ro Xadro Xacerasa, IpeACTaBHTENb Ceiin Paiinzio, Buue-
npesuenta komnanun XOS Kopropeiin, Ilonpasaenenue [IEHTAKC Jlaitp Keap, Otaen
r0GAILHOTO 06ecedeHns KayecTBa M HOpMaTUBHO-TIPABOBOTO PEryIHPOBaHMs, 3asBUI B MOEM
IPUCYTCTBHE O TOM, 9TO ynoMmsaHyThl Ceiist Paiii3ro NOATBEpAHI, 4TO OH MOIMCAL I CKpenuiI

neyarbo ]'IpI’IHElFaeMBIﬁ JOKYMCHT.

Jlatuposano 12 centsa6ps 2019 roxa.

[Tloonuce ]
Curapy Kanozna
HOTAPUYC
9-21, 3-TEME, CUBA3AKUTE
TATHUKABA, TOKHO, SITTOHW
TOKUIMCKOE BIOPO ITO IOPUTUYECKHUM
BOIIPOCAM

Ieuars: TOKUMCKOE BIOPO 10 IOPUIUUYECKUM BOITPOCAM. HOTAPHYC.
9-21, 3-TEME, CUBA3AKUTE
TATUKABA, TOKHO, SITTOHUSI.



Iepesod dannozo mexcma cOenan MHOU, NePeGoOHUKOM Anexceeesim Anexceem Anexcandposuuem. ‘

Poccuiickaa Dedepayun
TI'opoo Mockea
Bocemnaduamozo cenmabpa 06e mylCAYU 0e6AMHAOUAMO20 2004
A, Pebpuna Enena J[vumpuesna, 6pemeHH0 UCHOTHAIOWAs 00S3aHHOCHU HOmMapuyca
2opoda Mockevl Axumosa I'neba Bopucosuua, ceudemenbcmeyio ROOUHHOCHTb HOONUCY Nepesoo UKd
Anexceesa Anexcesn Anexcandposuua.

IToonuce coenana 6 mMoem RPUCYMCMEUU.
ﬂuuuocmﬂg noamﬁcasmeeo OOKYyMeHMm YCIMAaH0GeHA.

3a eucmpupoeauo 8 peecmpe Ne 77/09-n/77-2019- 9 — A4 ’(;Z
; a:cfeaﬂo 2ocydapcmeennqu nouinunsl(no mapugy): 100 pyé.
\ nﬂm.emaaa K Hile j)Cﬂ_}?%‘ npasosozo u mexxnuveckozo xapakmepa: 200 py6.
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;‘E"Q np{omﬁypo‘éano /ﬁpoyymepogayo

u cxpenjieno.neyanvio 8 nu

BPHO nomapuyca
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