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PEG REPLACEMENT TUBES

- iSoriné jungtis ne maZiau kaip dviejy atSaky, kuriy viena skirta vidinio
fiksatoriaus
uzpildymui, kita maitinimui j skrandj

BACK TO SUMMARY

- pnp&dznus vidin| balionél, zondo galivkas neislenda uz balt onello ribu, todel nedirgma '
skrancizm gle ivinds, .

Sl : o wenkartmlal (pazymeta smballu) e
= sterilos (pafymeta simboliu); e
LA pagaminta i$ silikano arha Iygmvertes med2|agos

@D () STERLER |
- gastrostominial vamzdeliai PRIVALG bati ENFit tipo jungtimi, pagal naujausius sau

Primary packaging: Pouch i . ) o
Secondar Kaging: cardboard hox medicinos priemoniy CE reikalavimus o
¥ packaging: cardboard bo Description:

- Replacement tube for percutaneous endoscopic gastrostomy,
- rentgenokontrastinis; - Double ENFIT connector,
- be latekso, DEHP priedy - Radicpaque tube,

- Tube length: 24 cm.

References Tube diameter (Fr) Balloon volume (mi) Color code Minimum (fleilvery
e U — ] quantity

VTLIRTPEG- |7+ 2 5 White.
R e RS .
VTLRTPEG-16 16
iR e
VTLRTPEG-20
o VILRTPEG-22+ [

B i Green

20 Orange
s ; 20 . i ._ REd . - 2
20 . Yellow

E’u._rple‘

VTL/RTPEG-24 24 20 Dark blue
* Special request, defivery time on demN

12 Fr, 14 Pr, 16 Fr, 18 Fr, 20 Fr: le3




Declaration of Conformity

Manufacturer Beijing ZKSK Technology Co., Ltd.

Building 9, 6 & No.8 Yuan Hengye North 7th street, Yongle Economic

Development Zone, Tongzhou District, Beljing 100165, China

European Proiinx GmbH

Representative Brehmstr, 56, 40239 Duesseldorf, GERMANY

Product Name: Silicone Gastrostomy Tube

Specification: GT12F, GT14F, GT16F, GT18F, GT20F, GT22F, GT24F
UMDN Code: 14214

Classification (MDD, Annex IX): lia, Rule 5.
Conformity Assessment Route: Annex 1l without (4)

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards. Al supporting
documentations are retained under the premises of the manufaciurer.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
medical devices (MDD 93/42/EEC). Amended by DIRECTIVE 2007/47/EC of 5 September
2007

Notified Body TUV SUD Product Service GmbH, Ridlerstr.
. 65, 80339 Minchen, Gerrany

NB Identificatior.number 0123 '

(EC) Certificate(s) _ (G1 094021 0008 Rev.03

Expire date of the Ceriificate 2024-05-26

Start of CE Marking 2019-11-14

Place, Date of Is Beijing, 2019-11-14

Signature:

Name:

Position: Management Representative

EC Deciaration of Conformity
ZKSK-CE05-01 (A/0) Page 1/1
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DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC CONCERNING
MEDICcAL DEVICES

Beijing ZKSK Technology Co., Lid.
M Building 6, 8 & No.6 Yuan Hengye North 7th street, Yongle
MANUFACTURER: '

Economic. Development Zone, Tongzhou District, Beijing
101105, China

MEDICAL DEVICE! Endoscopic Gastrostomy (PEG) KIT

GT12F-K, GT14F-K, GT16F-K, GT18F-K, GT20F-K,

SPECIFICATION: GT22F-K, GT24F-K.

CLASSIFICATION = ANNEX IX: - Class lla, Rule 5.

CONFORMITY ASSESSMENT ROUTE: MDD 93/42/EEC Annex Il without (4)

WE, THE MANUFACTURER, HERE WITH DECLARE THAT THE STATED MEDICAL DEVICE

MEET THE TRANSPOSITION iINTO NATIONAL LAW, THE PROVISIONS OF COUNGIL DIRECTIVE 93/42/EEC
1 CONCERNING MEDICAL DEVICES;

ALL SUPPORTING DOCUMENTATION 18 RETAINED AT THE PREMISES OF THE MANUFACTURER, AND THE
MANUFACTURER |18 EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

TUV SUD PRODUCT SERVICE GMBH

NoTiFIED BoDy: RIDLERSTR. 65 - 80339 MUNCHEN, GERMANY

| IDENTIFICATION NUMBER C E 0123
(EC) CERTIFICATE(S): G1 094021 0008 Rev.03
EXxp. DATE: | 2024-05-26
EC IREP Prolinx GmbH Brehmstr.56, 40239 Duesseldorf, GERMANY

EUROPEAN REPRESENTATIVE!

START OF CE-MARKING: 2019-11-14

PLACE, DATE OF DECLARATION:

SIGNATURE:

ENT-REPRESENTATIVE




UDEM Adriatic d.o.o.
Radnitka césta 54/R3
10000 Zagreb, CROATIA

2024/03/05

BEHING ZKSK TECHNOLOGY CO., LTD

Building 9, 6 & No.6, Yuan Hengye North 7th Street
Yongle Economic Development Zone

Tongzhou District, 101105 Beijing

‘People’s Republic of China

NOTIFIED BODY CONFIRMATION LETTER
Reference: 2024.MDR.1640.NBCL.0093

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations {EU}
2017/745 and (EU)} 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices,

This letter confirms that, UDEM ADRIATIC D.0.0, a Notified Body (NB) designated under
Regulation (EU) 2017/745 (MDR} and identified by the nuriber 2696 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR (on the
date of 2023/06/06) and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR (on the date 0f 2023 /06/06) with the following manufacturer:

BEIJING ZKSK TECHNOLOGY CO., LTD

Building 9, 6 & No.6, Yuan Hengye North 7th Street
Yongle Economic Development Zore

Tongzhou District, 101105 Beijing

People’s Republic of China

SRN Number (if available): CN-MF-000010403

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below: Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for ‘which UDEM Adriatic d.o.0. is also
responsible for appropriate surveillance of the corresponding devices under Directive 93 /42 /EEC
(MDD). Table 2 identifies the devices for ‘which an MDR application has been received and a
written agreement concluded, but UDEM Adriatic d.o.0. has not yét taken the responsibility for
appropriate stirveillanice of the corresponding devices under MDD. T

UDEM Adriatic d.o.a.
Address: Radnitka cesta 54/R3, Green Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601s Fax: +385 (1) 4819 434
E-mail: info@udemadriatic.com UDFRM,235/01-08.05.

www.udemadriatic. com




UDE

In the case of devices covered by certificates issued under MDD that expired after 26 May 2021
and hefore 20 March 2023, without having been withdrawn, this letter also confirms that the
manufacturer signed the written agreement under MDR by the date of MDD certificate expiry; or
provided evidence that a competent authority of a Member State had granted a derogation or
exemption from the applicable conformity assessment procedure in accordance with Article 59(1)
of MDR or Article 97(1) of the MDR respectively, by the 20 March 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120(3c) of MDR

(as amended by (EU) 2023/607), are shown below:

¢ 26 May 2026 for Class Ill custom-made implantable devices _

» 31 December 2027 for Class Il devices and Class.lIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

¢ 31 December 2028 for other Class ilb.devices, Class Ha, Class I devices placed on the market
in sterile condition or have a measuring function

» 31 December 2028 for devices not requiring the involvement of a notified body under MDD’
butrequiring itunder MDR (e.g,, class [ devices that qualify as re-usable surgical instruments),

On behalf of UDEM Adriatic d.o.o,
Zekeriya AYTAC

General Manager

UDEM Adrlatic d.o.o0.
Address: Radnicka cesta 54/R3, Green Gold Centar; 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax; +38% (1).4819 434
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Table 1: Devices covered by this letter and for which UDEM Adriatic d.0.0. is also
responsible for appropriate surveillance of the corresponding devices under Diréctive

93/42/EEC (MDD}

" Device name or Basic UDI- ; Mﬁ'ﬁ“béﬁé‘&é&?iﬁaﬁﬁi{

. Ifthe MDR deviceisa | MDD Certificate

- DI {under MDR : (as proposed by the ; substitute device, ' Rét’erence(s] of the devices :

: ‘application) . manufacturer and verified ' identification of the ; under MDR application, and

: * at the pre-application . torrespending MDD . the NB Identification ‘
| stage) * device

WA - A — NA e 77 R

Table 2: Devices covered by this letter and for which UDEM Adriatic d.0.0.is NOT

responsible for appropriate surveillance of the corresponding devices

under Directive

93/42/EEC (MDD)

. Device name or Basic UDI- | MDR Device classification - If the MDR device is & ' MDD Certificate Reference(s)
; DI {inder MDR ¢ {as proposed by the . substitute device, . of the devices under MDR
- application) - manufacturer and verified | identification of the | application, aiid the NB
' | at'the pre-application ; corresponding MDD Identification

., stage) | device :
' 1.5ilicone Gastrostomy 1" Class Tib excluding Class ith f'i'"‘iiié}}ﬁﬁ'&:éﬁ—dﬁ”iifEﬂé T fedificates T
. Tube | implantable non-WET . corresponding MDD - | Full Quality Assurance System
: : device: - Certificate No:

" Fube

. 2Endoscopic Gastrostomy | Ciass 1ih exdl uding Class ilb

¢ Silicone Gastrostomy

" Identification of the

¢ G1 094021 0008 Rev.04

TGV SUD Product Service
| GmbH (0123)

| Certificate 1.

¢ Full Quality Assurarnice System
! Certificate Na:'

» G1 094021 0008 Rev.04

Gastrostomy (PEG) KIT | TOV SO Product Service

- (PEG) KIT ! implantable non-WET : corresponding MDD
; . device:
- Endoscopic
~ 3.Multi-Band Ligator | - Class lia T NyA T

4.Disposable Pulse Lavage | ClassTla
i | . corresponding MDD
i devicer

; Disposable Pulse

i * Lavage

UDEM Adriatic d.o.0.- _
Address: Radniéka cesta 54/R3, Greer Gold Centar, 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax: +385 (1) 4819 434
E-mail: info@udemadriatic.com

www.udemadriatic.com

. Identification of the

UDFRM.235/01~08.05.2023/07 04

| GmbH (0123)

i Full Quality Assurance System
. Certificate No: _
| 61094021 0008 Rev.04

TUVSUD Product Service

| T e
! Full Quality Assurance System
! Certificate No:
| G1094021 0008 Rev.04
TV SUD Product Service
| GmbH (0123)




UDEN

‘iﬁﬁéﬁé‘;{éﬁié or Basic UDI- | MDR Device claéksi‘iﬁﬁ:—imt“i'é_ﬁ“ﬂT_l*ffii‘é- MDR device is a | MDD Certificate ﬁéferenc_e(s)_ :

¢ DI (under MDR i (as proposed by the ' substitute device, _ of the devices under MDR
.-application) ¢ manufacturer and verified ' identification of the application, and the NB

: . atthe pre-appiication : corresponding MDD ldentification

: - stage) " -device ;

. 5.Disposable Polypectomy - Class [lb excluding ClassIth | N/A - i :

. Spare i implantable non-WET - Full Quality Assurance System
i ' : “ Certificate No:

. G1094021 0008 Rev.04

i T_fiV SUD Product Service
. -GmbH (0123)

. 6.Endoscopic Injection | Classila NJA T Certificate 1;
* Needle ; 3 | Full Quality Assurance System
i - ; i Certificate No:.

: : . G1094021.0008 Rev.04:

| TOV SUD Product Service
' GmbH (0123)

. 7.Hood - - ClassIdevices placed onthe . N/A " Certificate 1:

! * market in sterile condition : . Product Quality Assurance
h ! System Certificate No:

| G25094021 0006 Rev.01

' TUV SUD Product Service !
! GmbH {0123) ;
.~ 8.Disposable Blood Filter - Class lia T N/A ; :
; : . Full Quality Assurance System
: Certificate No:
: 61094021 0008 Rev.04

. TUV SUD Product Service
| - GmbH (0123)
[ 9Disposable. . Class lIb excluding Class b N/A 7 Certificate 1; o
! Electrosurgical Knife - implantable non-WET : i Full Quality Assurance System

- Certificate No:
. G1094021.0008 Rev.04:

* TUV SUD Product Service
GmbH (0123) '
 10.bisposable Hemoclip  Class {lb excluding Class iy~ Nja " 7T Cemiificates: T
. . implantable non-WET . Full Quality Assurance System
: : Certificate No:

:. G1 094021 0008 Rev.04

TV SUD Product Service '
! GmbH (0123}

UDEM Adriatic d.o.o0.
Address: Radnitka cesta 54/R3, Green Gold Centar; 10000 Zagreb
Phone: +385 (1) 4819 601+ Fax; +385 (1) 4819 434
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UDEM

 Device name or Basic UDJ- '+ MDR Device classification

. substitute device,

. identification of the
| cotresponding MDD
. device

i DI (under MDR

. (as proposed by the
application) ‘

| manufacturer and verified
| at the pre-application
; stage)

ClassTla

11Disposable

- Autotransfusion Systein ;

!
12Disposable Biopsy | Classila "

. Forceps ;

" Class T1b excluding Ciass Tib " Identification of the
. implantable non-WET - corresponding MDD

13.Disposable Rf Plasma
. Electrodes

~ Ifthe MDR device isa |

MDD Certificate Reufégnce(s] |
| ofthe devices under MDR

i application, and the N&

| Identification

;

i Full Quality Assurance System
: Certificate No:

:? G1 094021 0008 Rev.04 .

TUV SUD Product Service
| GmbH (0123)

‘ Full Quality Assurance Syster
i Certificate No:

I G10%4021 0008 Rev.04

|

¢ TOV SUD Product Service

| GmbH (0123)

Full Quality Assurance Systein

. device; 1 Certificate No: )

: _ . ! G1 094021 0008 Rev.04 ;

. Disposable Rf Plasma . :

 Electrodes - TUV'SUD Product Service

; ; GmbH (0123) :

"14.Disposable HotBiopsy Class Tlb exciuding Class 1lp~* 1770 | Certificate s T
. Forceps . implantabie non~WET : ! Fall Quality Assurance System
‘ ' | Certificate No:
i i G1 094021 0008 Rev.04 :

L TOV sUD Product Service

5 i 'GmbH (0123) !

Confirmation Letter Revision History

" Date - RB internal reference traceabie to Action T e
¢ each version of the letter i f
z0zdjosjes - 2024.MDR.1640.NBCL,0053 e
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