EC Certificate Full Quality Assurance System: Certificate KR19/81826260

The management system of

Taewoong Medical Co., Ltd.

14, Gojeong-ro, Wolgot-myeon, Goyang-si, Gyeonggi-do, Korea

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 16 December 2019 until 25 March 2024
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 18 June 2001

and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reports numbered WW/PCI 201809

Authorised by
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L

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
1+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Cerfificate CE1639 Annex fi-4_EN rev. 02

Page 10f 2

(o @ FIg\
([ @ '% '5

l‘“!‘ N \E )

This document is issued by the Company subject fo its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comAerms_and_conditions.htm, Attention is drawn to the imitations of
liabilty, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hifps:/www.sgs.com/en/certified-
M«-m.wmmmmm.m

or falsification of the content or appearance of this document is unlawful and
ffenders may be p uted to the fullest extent of the law.




Certificate KR19/81826260 continued

Taewoong Medical Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 1

Detailed scope

Covered model of

- Sterile Niti-S and ComVi Biliary Stents System:;

- Sterile Niti-S and ComVi Oesophageal Stents System;

- Sterile Niti-S Tracheobronchial Stents System;

- Sterile Niti-S and ComVi Pyloric/ Duodenal Stents System;

- Sterile Niti-S and ComVi Enteral Colonic Stents System;

- Sterile Niti-S Nagi™ Stent and Niti-S Hot NagiTM Stent & Electrocautery
Stent Delivery System for drainage of pancreatic pseudocyst;
- Sterile UVENTA™ Ureteral Stents System;

- Sterile UVENTA™ Urethral Stents System;

- Sterile Niti-S SPAXUS™ Stent and Niti-S Hot SPAXUS™
Stent & Electrocautery Stents System

for drainage of pancreatic pseudocysts;

Uncovered model of

- Sterile Niti-S Biliary Stents System;

- Sterile Niti-S Oesophageal Stents System;

- Sterile Niti-S Tracheobronchial Stents System;
- Sterile Niti-S Pyloric/Duodenal Stents System;
- Sterile Niti-S Enteral Colonic Stents System;

Sterile Single-use Biopsy Forceps (Optimos™ Biopsy Forceps);

Sterile Single-use stent remover (Optimos™ Retrieval Hook);

Sterile Single-use endoscopic sclerotherapy injector (Optimos™ Injector);
Sterile single-use biopsy electrode (Optimos™ Polypectomy Snare);
Sterile single-use Guidewire (Optimos™ Guidewire);

Sterile single-use stone basket (Optimos™ Stone Basket).

Where the above scope includes class Ill medical device(s), a valid EC Design Examination Certificate according to Annex Il
(Section 4) is a mandatory requirement for each device in addition to this certificate to place that device on the market.

This document is issued by the Gompany subject to its General Conditions of Page 2 of 2
Certification Services, unless ctherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm, Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-productsicertified-cient-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted te the fullest extent of the law.




EB sertifikatas. Visisko kokybés uztikrinimo sistema. Sertifikatas KR19181826260

Valdymo sistema, priklausanti

Taewoong Medical Co., Ltd.

14, Gojeong-ro, Wolgot-myeon, Goyang-si, Gyeonggi-do, Koréja

buvo jvertinta ir patvirtinta, kaip atitinkanti reikalavimus:

Direktyvos 93/42/EEC

dél medicinos priemoniy, Il prieda (i8skyrus 4 skirsn)

Registracijos apimtis nurodyta Sio sertifikato 2 puslapyje.

Sertifikatas galioja nuo 2019 m. gruodzio 16 d. iki 2019 m. gruodzio 25 d.
ir galioja, jei prieZilros auditas yra patenkinamas.

1 leidimas. Sertifikuota nuo 2001 m. birzelio 18 d.,

pirma kartg sertifikuota ,SGS Belgium NV, 2019 m. gruodZio 16 d.

Sertifikatas paremtas ataskaitomis, kuriy numeris WW/PCI 201809

Jgaliojo

/paraSas/

,9GS Belgium NV*, notifikuotoji jstaiga 1639

SGS House Noordeftaan 87 2030 Antwerp, Belgija
Tel. +32 (0}3 545-48-48 f +32 (0)3 S4S-46-49 www.sgs.com

LPMD5007. Sertifikatas CE1639 Priedas II-4_EN rev. 02
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Jei nesusitarta kitaip, Sj dokumentg Bendrové iSduoda vadovaudamasi savo
Zenevos sertifikavimo paslaugy teikimo sglygomis, kurias galima rasti adresu
www.sgs.com/terms_and_conditions.htm. Atkreiptinas démesys | Siame dokumente
nustatytus atsakomybés apribojimus, Zalos atlyginimg ir jurisdikcijos klausimus. Sio
dokumento autentiSkuma galima patikrinti adresu https://www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Bet koks neleistinas Sio dokumento
turinio ar iSvaizdos keitimas, klastojimas ar padirbinéjimas yra neteisétas, o
pazeidéjai gali bati persekiojami pagal visus jstatymus.




Sertifikato KR19/81826260 tesinys

Taewoong Medical Co., Ltd.

Direktyvos 93/42/EEC

dél medicinos priemoniy, Il prieda (i8skyrus 4 skirsnj)

1 leidimas

I8sami taikymo sritis

Dengtas modelis:

- Sterili Niti-S* ir ,ComVi* tulZies lataky stenty sistema;

- Sterili Niti-S* ir ,ComVi* stemplés stenty sistema;

» Sterili ,Niti-S* tracheobronchiniy stenty sistema;

- Sterilios ,Niti-S* ir ,ComVi* piloriniy ir dvylikapirStés Zarnos stenty sistemos;
- Sterili Niti-S*ir ,ComVi“ enteriniy storosios Zarnos stenty sistema;

- Sterilus ,Niti-S Nagi“ stentas ir ,Niti-S Hot NagiTM* stentas;
Elektrokauteriné stento jvedimo sistema, skirta kasos pseudocistos drenazui;
- Sterili UVENTA* §lapimtakiy stenty sistema;

« Sterili UVENTA S$laplés stenty sistema;

+ Sterilus ,Niti-S SPAXUS* s tentas ir ,Niti-S Hot SPAXUS®

stenty ir elektrokauterio stenty sistema

kasos pseudocisty drenazui;

Nedengtas modelis:

- Sterili Niti-S* tulZies lataky stenty sistema;

- Sterili ,Niti-S* stemplés stenty sistema;

- Sterili ,Niti-S* trachéjos ir bronchy stenty sistema;

- Sterili Niti-S* piloriniy ir dvylikapirStés Zarnos stenty sistema;

- Sterili Niti-S* enteriniy-koloniniy stenty sistema;

Sterilios vienkartinés biopsijos znyplés (,0Optimos ™ biopsijos Znyplés);
Sterilus vienkartinis stenty iSémiklis (,Optimos™* i§émimo kablys);
Sterilus vienkartinis endoskopinés skleroterapijos injektorius (,Optimos® injektorius);
Sterilusvienkartinis biopsijos elektrodas (,0Optimos* polipektomijos gaudyklé);

Sterili vienkartiné kreipiamoji viela (,Optimos* kreipiamoji viela);

Sterilus vienkartinis akmeny krepSelis (,Optimos* akmeny krep3elis).

Kai pirmiau minéta informacija taikoma dass Il medicinos priemonei (-éms), galiojantis EB projekto tyrimo sertifikatas pagal Il priedg
(4 skirsnj) yra privalomas reikalavimas kiekvienai priemonei (be Sio sertifikato), norit teikti priemong j rinka

Puslapis 2 i§ 2
Jei nesusitarta kitaip, §j dokumentg Bendrové iSduoda vadovaudamasi savo
Zenevos sertifikavimo paslaugy teikimo sglygomis, kurias galima rasti adresu
www.sgs.com/terms_and_conditions.htm. Atkreiptinas démesys j Siame dokumente
nustatytus atsakomybés apribojimus, Zalos atlyginima ir jurisdikcijos klausimus. Sio
dokumento autentiSkuma galima patikrinti adresu https://www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Bet koks neleistinas Sio dokumento
turinio ar iSvaizdos keitimas, klastojimas ar padirbinéjimas yra neteisétas, o
pazeidéjai gali bati persekiojami pagal visus jstatymus.




VERTIMU .I'(ARALIAI Vertimy karaliai, UAB

Jmonés kodas: 304255745

PVM mok. kodas: LT100010530314
GeleZinio Vilko g. 18A, Vilnius
www.vertimukaraliai.lt
info@vertimukaraliai.lt

Tel. +370 (630) 09 360

Vertimo sertifikatas

SERTIFIKATO NR. 40359
2023-10-17

Mes, , Vertimy karaliai“ UAB, jmonés kodas 304255745, patvirtiname, kad atliktas vertimas yra tikslus ir
atitinka vertimui pateikta originalg. Vertima atliko masy vertéjas profesionalas, kuris dirba masy jmonéje

pagal darbo sutartj Nr. 1 ir yra kompetetingas versti toliau nurodytg kalby kombinacija.

Vertimas is: Angly k. j lietuviy k.

Vertéjo vardas, pavardé: Vaidotas Rimeikis

Asmens kodas: 38708310104
Tel. numeris: +3706 300 9360
Adresas: Gelezinio Vilko g. 18A, Vilnius

Vertéjo parasas

AutentiSkumo
patikrinimui




