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Letter of Statement

H ol o Genoss Co., Ltd.

A T X 1F, Gyeonggi R&DB Center / 226, 2F, GSBC, 105 Gwanggyo-ro,
. Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea

| =2 Monalisa Filler EC Certificate

This document is the EC Certificate for Monalisa Filler of Genoss Co. Ltd. The

purpose of notarization is to submit the EC Certificate to the Ministry of Healthcare in

Mexico. Genoss Co. Ltd has the responsibility of any problem which may be caused

by this letter of statement.

Date : 02. 27. 2017

Company Name : Genoss Co., Ltd

C.EQO




EC CERTIFICATE

According to Annex Il of the Directive 93/42/EEC on Medical Devices

Full Quality Assurance System

Certificate Number: 2195-MED-1635401

8 | Manufacturer: GENOSS Co,, Ltd.

o | Head Office: 1F, Gyeonggi R&DB Center/226, 2F, GSBC, 105 Gwanggyo-ro,
5 f Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea

Branch Office 440, Changnyong-daero, Yeongtong-gu, Suwon-si, Gyeonggi-
1 do, Korea

o | Product(s): (1) PTCA Balloon Catheters
(2) Injectable Dermal Fillers

| Model(s): (1) NC GENOSS PTCA Balloon Catheter
! (2) GENOSS MONALISA Filler

: Reference Report No: MM0630-P001-R01, MM0630-P001-R02

i Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system according to
4 Annex |, Section 3 and Section 4 of the directive 93/42/EEC on miedical devices. This quality assurance system covers those aspects of
: manufacturing concerned with securing and maintaining safe and sterilg.conditions of the respective product(s) and conforms to the provisions of
this Directive. The approved quality system is subject to surveillance Eﬁfﬁﬁh’t,‘to_.Anne};ll, Section 5 of Directive 93/42/EEC and unannounced
audits. ez e g

A Szutest must be informed of any significant changes in the design and/or construction of the product(s).
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This EC certificate is valid till 2018-12-08

Issue Date: 2016-12-19
i
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SZUTEST Ploza, Naoto Yolu Cd. Cam Sk UL, TURKIYE

vw.szutest.com.tr



ificate has come into force on 2013.11.06 . 1/1 2195-MED-1635401-DO1

) ATAfAlisgvgrlsiqn‘ of certi

EC DESIGN EXAMINATION CERTIFICATE

According to Annex Il, Section 4 of the Directive 93/42/EEC on Medical Devices

Certificate Number: 2195-MED-1635401-D01

Manufacturer: GENOSS Co., Ltd.
Head Office: 1F, Gyeonggi R&DB Center/226, 2F, GSBC, 105 Gwanggyo-ro,
Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea
Branch Office 440, Changnyong-daero, Yeongtong-gu, Suwon-si, Gyeonggi-do,
Korea
Product(s): Injectable Dermal Fillers
Model(s): GENOSS MONALISA Filler

Reference Report No:  MM0630-P001-R01, MM0630-P001-R02

Issued by Szutest, Notified Body 2195, this document certifies that the design documentation of the mentioned product complies with
Annex I, Section 4 of the 93/42/EEC Medical Devices Directive.

The manufacturer is subject to EC surveillance in accordance with Annex Il, Section 5 of 93/42/EEC Medical Devices Directive and
unannounced audits.
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This EC Ddt.ﬂg}J'EXametlon certificate is valid till 2018-12-08

Issue Date: 2016-12-19 A Rukiye BALKAN
Deputy General Manager

FR.MED.39 R:03

www.szutest.com.ir
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NOTARIAL CERTIFICATE

Woo Jung Park————-———=—————=—=——-
attorney-in—fact of
In Kwon Jung———=--=-=-—=——=-==—=——-

CEQ et Genoss 6. Lid ==

appeared before me and admitted

said principal*s subscription to

the attadligh] o == ey
Letter:of Statement, ======—====m==
(Monalisa Filler EC Certificate) ———---
This is hereby attested on this

28th day of Feb. 2017 at this office.

LZAL2 A HA] Name of the office
2=
%;} %_}'\_% §§_ ‘ﬂ—?——'ﬂ o] THE EAST SUWON LAW CORPORATION
A & Belong to  Suwon
S AR YA District Prosecutor's Office
AR R FA| Address of the office
A7\ % 2UA] JEL L7123, 4058 L lybmélé)S 123, World cup-ro, Yeongtong-gu,
(YA &= 83-23, &% {bmteet uwon-si, Gyeonggi-do, Korea
TSI S AL Signature of the Notary Public
28 A _ Hyung Jin Kim .
H AR A= 07l S 1]3790§oﬂ 9] A s}e] This office has been authorized by the
19929 129 239 WX B 230 g HE] Minister of Justice, the Republic of
5% 4FF 3T A& Q7 B3k, Korea, to act as Notary Public Since

23, Dec. 1992 Under Law No.3790.
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