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EC Declaration of Conformrty

Manufacturer:

Name: Ningbo Great Mountain Medical lnstruments Co., Ltd

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

ret0574-82815201 Fax,0574-82815202

European Representative:

Name: Phoenix Medtech GmbH

Address: Koenigsberger Strasse

DINIDI Code: DE/0000049489

TeUFax: 0049-6071 4977 51 3

Email: contact@glgi.de

11 , 64839, Muenster Hessen, Germany

Product Name, Nasal Oxygen cannula

Classification and relevant Rule of MDD, IIa MDD 93/42IEEC Annex lX, Rule 5

Type, L,S, XS, XXS

The UMDNS code, 16422

Product Certification Conformity Assessment Route: Annex V3 of MDD 93/42lEC

We herewith declare that the above mentioned products meet the provlsions of the following EC

Council Directives and Standards. All technical documentations are retained under the promises of

the manufacturer.

Ningbo Great Mountain Medical lnstruments Co., Ltd is exclusively responsible for the declaration of

conformity.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93l42lEEC CONCERNING MEDICAL DEVICES

(MDD 93/42lEEC)

Notified Body: TUV SUD Product Service GmbH Ridlerstr.65, 80339 Munchen,Germany

ldentification Number, 0123

(EC) Certificate(s): No. G2'104356 0002 Rev.0'l

Expire date ofthe certificate: 2024-05-26

Confirmation letter: CL 104356 0004 Rev.00

lssue date: 2024-07-09

End date of extended validily: 2028-12-31

Signature of issue person,

Position, General Manager

Date. 2024-07-10

Name

Place, rbw

Ningbo Great Mountain
Medical lnstruments Co., Ltd.

CE Technical Documentatlon Effective Date, 2019-08-28
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EC Gertificate
Production Quality Assurance System
Diroctive 93142/EEC on Medical Devices (MDD), Annex V
(Devrces in Class lla, llb or lll)

No. G2 104356 0002 Rev. 01

ftodu$ Se.vEa

Manufacturer:

Product
Category(ies):

Roport No.:

Valid from:
Valid until:

Oat6, 2021-05-03

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

sH20152001

2021-05-03
2024-05-26

Oxygsn Mask, Nasal Orygen Cannula, Nebulizer Masl,
Yan[auer Handte with Connecting Tube, Oisposable Syring6'
Suction catheter, Disposablo Anosthotic Breathing Circults,
Disposablo Heat and Moisture Exchanger Filters, Dlsposable
Anesthetic Masks, Humidiflor Bottle, lnfusion Sst'
Non-rebraathing Mask, 3way stoPcock' LaP sponge

The Certification Body of TuV SuD Product seryice GmbH declares that the aiorementioned

manula.turer has im,bmented a quahty assurance System toI manuracture and final inspeclion oI

it 
" 

i"tp"itir" o"rices / device categories in accordance wlth MDD.Annex V This quality assurance

svstem conforms to the requirement]s of this Oirective and i3 subject to periodicel surveillance' For

,iJii"ti"'J 
"t "ir.rlro ""J 

rir devices an additional Annex lll cerlificate is mandatory All applicable.

,"qrii".E"t J in" testing and certitication regutation of ruV s-UD Group have to be complied with

Fol deraits ano certificate vahdity see 'r'? t ttrvsrJ cclt'1's 6217q-cerl G! 104356 0002 Rev 01

Christoph Dicks
Head of CertificatiorvNotified Body

Page 1 of 1

lli/ SUD Product Service GmbH is Notified Body with identification no' 0123

SUD

TUV SUD Produc! S€rvice GmbH 'Cortrficatron Body ' Rrdl€rstraBs 65' 80339 Munlch 'Gormany
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Add value.
In6pire truet.

TllV SUO Prcduct SeNice GmbH Ridle.str.65 80339 Mun'dt Germany

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

To whom it may concern,

confirmation of the status of a formal application, written agreement, and aPPropriate surveil-

tance in the framework of Regulation EU 2023/607 amending Regulations (EU) 20171745 (in the

following referenced as MDRj as regards the transitional provisions for certain medical devices

and in vitro diagnostic medical devices.

wth this letter Tuv suD Product service GmbH, designated under MDR and identified by the number

0123 on NANDO, 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 agreemenl in accordance with Section

4.3, second iubparagraph ofAnnex Vll of MDR with the above stated manufacturer with the following

SRN Number:

SRN Number: CN-MF-00003331 I

Your rsieren@Ietter ol

104356 sH241520401

TUV SUD Product Service GmbH
Confirmation Letter

CL 104356 0004 Rev. 00

Dala

2024-07-O9 10f 3

Holline: +49 89 50084-747

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 whrch an MDR application has been received, written agreement con-

ctuOeO anO tor wnicn TUV SUD Product Service GmbH is also responsible for appropriate surveillance of

the corresponding devices under the applicable Directive.
- Table 2 identifies the devices forwhich an MDR application has been received and a written agreement

conciuded, but TUV SUD product Service cmbH has !E! yet taken the responsibility for appropriate surveil-

lance oflhe correspondinq devices under the applicable Directive'

tf devices covered by certificates issued under Directive 9O/385/EEC (AIMDD) or Directive 93/42lEEC

Roglste.od oIf ce: lllunlch
T€de Rsgisler Munich HRB 85 742
UniCredit Eank AG BIC HYVEDEMMXXX
taAN DE13 7002 0270 0048 8522 11

VAT lD No. 0E129484267
rnlornetion pursuanlloS2[l] DL-lntoV
(Gemany) al luvsud comlmpdnl

Suporvisory Board:
Holge. Lindner (Chairmafl )

Board of Managomcnt:
Wdte. Reithmaior (CEO)

Ttiv SUD Product Servlce GmbH
zeniliz€rsr6lle f irr Medrzinorodukto /
Cenific€lion Body for Medrcal Producls
Ridlersir. 65
80339 M'/nlch
G€rmany

medical-devic€s@tuvsud com

Reference: SH241520401

T[,V@
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(MDD) that expired aller 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that

- the manufacturer signed the written agreement under MDR by the date of IVIOO/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption

lrom the applicable conformity assessment procedure in accordance with Article 59('l ) of MDR or Anide
97(1) of the MDR respectively.

The transition timelines 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 2026 tor Class lll custom-made implantable devices
. 31 December 2027 for Class lll devices and Class llb implantable devices (exc€pt sutures, staples, dental

fillings, dental braces. tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
. 3,1 December 2028 for other Class llb devices, Class lla, Class I devices placed on the market in sterile

condition, measuring function
. 31 December 2028 for devices not requiring the involvement of a notified body under MOD but requiring il

under MDR (e.g., class I devices 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 effort.

For confirmation letter validity see os-cert?o=cert:CL 1 04356 0004 Rev 00

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

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-07-09

TUV SUD ProdUct SeTvice GmbH
Medical and Health Services

Mr. Ltu

TUV SUD Product Service GmbH
Medical and Health Services

Liu Xujian
Conformity Assessment Responsible (CARE)

Clara H0hneke
Application Reviewer



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:

osvics name o, Basic UDl.Dl

(under MOR applicatlon)

MDR Dovlco classitica-
tion (as p,oposod by

the manutacturcr and

verifiod durldg applica-

tion ravigw)

E Class I devices in ster-

ile condition

lfth6 irDR devic€ ls a sub-

stituto dEvlco, ldontirication

oI ths corresponding
MDO/AIMOO dovico

t DOrAlrilDO Certilicats Rof-

oronce(g) ot ths dovices un-

der MDR appllcation, and

tho NB ldentlflcation

Oovice I
Urino Bag

697252741urlnobagN4

Dovlco 2

Orygen Ma3k

697252741 oxygenfnaskPU

Dovlco 3

Nobulizgr Mask

697252741 nobulizormaskBC

Dovico il
Nasal Oxygon cannula

697252741 nasalcannulaHY

Oovlco 5

Yankauor Handlo with Con-

nocling Tube
697252741 Y8nkauortubeSS

Dovico li
RESPIRATORY FILTERS

697252741filtorsHF

Dovlco 7

RESPIRATORY CIRCUITS

AND KITS

697252741circultFW

Certificate *1

0003 Rev.01

NB# 0123

Certificate #l
0002 Rov.oi
NB# 0123

Certificale #1

0002 Rev.01

NB# 0123

Cerlilicate *1

0002 Rov.01

NB# 0123

Certillcate #1

0002 Rov.Ol

NB* 0t23

No.G2S 104356

No. G2 to,l356

t{o. G2 104358

No. G2l(x355

No. G2 t(x3f'€

I Class lla

E Class lla

E Class lla

tr Class lla

I Class lla

E Class lla

E N/A

A N/A

A N/A

E N/A

E N/A Certificale #1 No. G2 104356

0002 Rov.01

NB# 0123

Certificate #1 No. G2 104356

0002 Rov.ol
NB# 0123

Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is E[ re'
sponsible for appropriate surveillance of the corresponding devices under the applicable Oi'
rective:

Oovico namo or Basic ,riOR Dgvicg classitica- Itths MDR dovlco is a substl- MDD/A|II|DO Cotlificatg Ret-

UDI-OI (undor MDR ap- Uon (as proposed by the tuto devico, id€ntification of s.snce(s) ol tho dsvlcgs un-

pllcation) manufactute. and vgri- the corrssponding dsr MDR appllcation, and thE

flod during application I'IDD/AIMOD devlco NB ldsntlflcallon

rsvisw)

Not applicable EN/A trN/A trN/A

Confirmation Letter Version History
Dato TUV SUD Product Servlce GmbH

lntornal ,oferenco tracoable to
oach vo6lon of tho lottsr

SUD
TW

2024-07 -09 sH241520401 lnitialissue
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E N/A

Action

A N/A


