
EC Declaration of Conformity
lllanufacturer:

Name: Ningbo Great Mounlain Medical lnstruments Co., Lld.

Add: No.309 Xigu Road. Xiangshan District. Ningbo, China

Tel:0574-82815201 Fax, 0574-82815202

European Ropresentativo:

Name: Luxus Lebenswelt GmbH

Address: Kochstr.l , 47877 . \Mllich, Germany

DIMDI Code: DE/o000(X7791

Tel/Fax: 004$1 7'1 5605732

Email: lnfo.m@luxuslw.de

Product Name: Urin€ bag with the brand Euromed

Type:100M1, 200M1, 500M1,1000M1, 2000M1

lntended purpose of the product The Urine Bag is intended lo use with an indwelling calheter in

persons who are incontinent of urine, can not unnate in lhe normal way, or need to have the bladder

flow continually.

GMDN: 14298

Risk Cl8ssification: Class ls, according to rule 1, Annex Vlll, Regulation (EUl2017 n45

ilanufacturer SRN Number: APP000048659

Ba3ic UDI-Dl: 697252741 urinebagN4

We herewith declare that the above mentioned products meet with the European Medical

Device Regulations (EUf MDR 2flln45. Ningbo Great Mountain Medical lnstrumente Co., Ltd

is exclusively respon3ible for the declaration of conformity.

Conformity As3essment Procedure: Annex ll +lll of Regulation (EU) 2U7na5

Applicable Standardr: EN ISO 14971 :2019

EN ISO 15223-1:2016

EN 1041:2008+Al;2013

ISO 10993-1:20'18

EN ISO 10993-5:2009

EN ISO 10993-10:2013

Signalure of isBue person,

Position, General Manager

Date: 1gth Jan.2023

Name: Yang Bin

Place: Nrngbo
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Add val.ue.
Inspire lrust.

T[JvsUo Prcducr saryrcs GmbH Ridlerslr 65'80339 Munrch Gemany

Ningbo Great Mountain
Medical lnstruments Co.,Ltd
No. 309 Xigu Road
Xiangshan County
315700 Ningbo City, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Your relerence/eller of

104356 sH241520A01
medrcel_devices@tulsud.com

TUv SUD Product Service GmbH
Confirmation Letter

CL 104356 0004 Rev. 00

Reference: SH24'1520401

To whom it may concern,

Conflrmation of the status of a formal application, written agreoment, and appropriate surveil'
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017f45 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devlces
and in vitro diagnostlc medlcal devices.

Wth this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number

0123 on NANoO, confirms that we have received a formal application in accordance with Section 4.3,

first subparagraph of Annex Vll of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex Vll of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number CN-MF-00003331 'l

lf devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42lEEC

Dato

2024-07-O9 1013

Hotlrne +49 89 50084-747
Reglstored Offi cqr Munich
Trade Register Munrch HRB 85 742
Unicren[ EankAG 8lC HYVEDEMMXXX
IBAN OE13 7002 0270 0048 8522 11

VAT lD No OE129464267
lnformaton pursuantto S 2 [1] DL-lntoV
lcermany) al tuvsud comrmpnin

S0porvisory Board:
Holger Lindner (Chaiman)
Board ol Managoment:
Waltor Reithmaier (CEO)

ToV S0D Productsorvlce GmbH
Z€nrizerstolle liir Medirnprodukl€ /
Cenincdion Body ,or Medrcal Producls

80339 lVunich
Germany TUV@

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

- Table 1 identilles the devices for which an MDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible tor appropriate surveillance of
the corresponding devices under the applicable Directive.

- Table 2 identifies the devices for which an MDR application has been received and a written agreement
conctuded, but TUV SUD Product Service GmbH has lqlyet taken the responsibility for appropriate surveil-
lance ofthe corresponding devices under the applicable Oirective.
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(MDD) that expired allet 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that

- lhe manulacturer signed the written agreement under MDR by the date of MDD/AIMDD 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.

The transition limelines in accordance Article 120 (3) of MDR 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, are shown below:

. 26 May 2026lot Class lll custom-made implantable devices

. 31 December 2027 for Class lll devices and Class llb implantable devices (exc,ept sutures, staples, dental
flllings, dental braces, tooth crowns, screws, wedges, plales, wires, pins, clips and connectors)

. 31 December 2028 for other Class llb devic€s, Class lla, Class I devic€s placed on the market in sterile
condition, measuring function

. 31 December 2028 for devices not requiring the involvement of a notified body under M DD but requiring it
under MDR (e.9., class ldevices that qualify as re-usable surgical instruments)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to etfort.

For confirmation letter validity see www.tuv ml

ln case of inquiries please contact medical devices@tuvsud. com

On behalf of the Notified Body TUV SUD Product Service GmbH,
2024-07-Q9

TUV SUD Product Service GmbH
Medical and Health Services

l4r. Xuiiau Liu

Liu Xujian
Conformity Assessment Responsible (CARE)

TUV SUD Product Service GmbH
Medacal and Health Services

Clara H0hneke
Application Reviewer

SUD
TW
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Table 1: Devices covered by this letter and for which TUv SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Dgvlce name or Easic UDI-Dl
(undor MOR application)

lfthe MDR dovlce 13 a sub-
stituto devico, idontirication
of the corrssponding
MDO,AIMOO dovlce

MDR Dovlce classltica.
tion (aa proposqd by

tho manufactuJer and

voritlod during applica-
tion reviow)
E Class I devices in sler-

ile conditaon

I Class lla

E Class lla

E Class lla

tr Class lla

E Class lla

I Class lla

MOO/AIMDD Cortitlcato Rol-

eronce(s) ot the devicos un-

dor MDR application, and

tho NB ldontirication

Oevlcg I
Urino Bag

69725274lurlnobagN4

Oovlco 2

Oxygon Mask

697252711oxy9€nmaskPU

Dsvlce 3

Nebullzo, Mask

69725274 1 nobullzormaskBC

Devlce 4
Nasal Oxygen cannula
637252741 nasalcannulaHY

Oovlco 5

Yankauer Handlo with Con.
rrcctlng Tubo
697252741 YankauortubeSS

Dgvace 6

RESPIRATORY FILTERS

69725274lfiltsrsHF
Oovlce 7

RESPIRATORY CIRCUITS

ANO KITS

6972527,llclrcultFW

Certificate *1

0003 Rov.01

NB# 0123

Certificate #1

0002 Rev.ol
NB* 0123

Certificate #1

0002 Rov.ol
NB# 0123

Certilicate #'1

0002 Rov.ol
NB# 0123

Certilicate #1

0002 Rov.ol
NB# 0123

No.G2S l0ir356

No. G2 104356

No. G2'104356

No. G2 104356

No. G2 104356

E NiA

A N/A

B N/A

E N/A

tr N/A

A N/A

B] N/A

Action

Certilicate#1 o. G2 to,l356

0002 Rov.ol
NB# 0123

Cenificate #1 No. G2 104356

0002 Rsv.01

NB# 0123

Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the apPlicable Di-
rective:

Ogvico name or Baslc titoR Dovice classifica- Ittho ttiDR dovlce is a substi- MOD/AIMDD Cottificate Rot-

UDI-DI (under MOR ap- tion (as proposed by the tut6 dovics, identlllcallon ot sronce(s) of tho dovicos un-

pllcatlon) manufactu.er and vorl- tho correspondlng der MOR appllcatlon, and the

liod durlng application Moo/AIMDD devlco NB ldentllicatlon
roviow)

Not applicablo X N/A E N/A a N/A

Confirmation Letter Version History
Dato TUv sUD Product Ssrvico GmbH

lnternal referonce traceable to
oach vorsion ot tho lottor

2024-07 -O9 sH241520A01 lnilialissue
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inrittatir zt-G-85- 244.10.08

Product
Category(ies):

Repon No.:

valid lrom:
Valid until:

Oate, 2021-05-03

Oisposable Airways, Urlne Bag, Vaglnal Speculum,
Sterile Wound Plaster

sH20152001

2021-05-03
2024-05-26

ftoduct &'vrce

EC Certificate
Production Ouality Assurance System
Orrective 93142/EEC on Medical oevices (MDD), Annex V
(Oevices in class I in slerile condilions. sterilised systems or procedure packs)

No. G2S 104356 0003 Rev.01

Manufacturer Ningbo Great Mountain
Medical lnstruments Co.,Ltd
No. 309 Xigu Road
Xiangshan County
315700 Nrngbo City Zhetiang Province
PEOPLE'S REPUBLIC OF CHINA

The Certification Body of TW SUD Product Servlce GmbH declares that the aforementioned
manutaclurer has implsmented a quality assurance system lor manufacture in accordance with
MDD Annex V. This quality assurance system Covers thOse aspects ol manuiacture concerned with

securang and maintaining aterile conditions of the respective devices / devace categorbs and conforms

to the rdquirements of thi$ Directive. lt rs subject to periodical surveillance. All applicable requirements

ol the tesiing and cenincation regulation of TUV SUD GrouP have lo be complied with For details and

certilicate validity see: v r1^ tlvslo ccnr''ps-cen?c]=ce( G2S t0a356 90-03 Ee-y Qt

C.@,<-
Chrisloph Dicks
Head of Cerlirication/Notitled Body
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TUV SUD Producl SeNace GmbH rs Notilied Body with identdication no. 0123

TUV SUD Product Servic€ GmbH. Cenification Body 'RidlerEtrsB€ 65'80339 Munich ' Germany

TrJly''


