
EC Declaration of Conformity

Manufacturer: whose single Authorized Representative
Name: Zibo Eastmed Healthcare Name: HUMISS TRADING S. L.

Products Co., Ltd
Add: No. I l8 Huaguang Road, Zhangdian Add: Calle Luis Bufruel 12, MADRID,

District, Zibo 255000, Shandong 28018, Spain
China SRN: ES-AR-000040177

We, the manufacturer, herewith declare that the products

Disposable infusion sot with meta I spike

meet the provisions of MDD 93142/EEC Amended by 2007 /47 /EC which apply to them
The medical device has been assigned to class is according to (MDD Annex V rule X):
IIa. It bears the mark

( ( org,
The product concerned has been manufactured under a quality management system
according to MDD 93142/EEC Amended by 2007/47/EC.

Compliance of the designaled product with the MDD 93l42lEEC Amended by
200714718C has been assessed and certified by the Notified Body

TiiV Rheinland LGA Products Gmbh,
TillystrabE 2 -90431 Niirnberg

Certillcate No: DD 2173581-l
lssue date: 2021-04-28

Expiry date: 2024 -05 -26
End date of extended validity:202E-f2-31

following the procedure relating to the EC Declaration of Conformity set out in MDD
93/42/EEC Amended by 2007 I 47 I EC.

The above mentioned declaration oi contbrmity is exclusively under the
responsibility ol

Company: Zibo Eastmed Healthcare Products Co,, Ltd
Address: No.ll8 Huaguang Road, Zhangdian District,

Zibo 255000, Shandong China

Zibo,2O2415/26

Place. date Legal rng s ignature
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Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH.51105 Kdln

Zibo Eastmed Heafthcare Products Co., Ltd.
No.118 Huaguang Road, zhangdian Distict, Zibo,
255000 Shandong,
P.R. China

Notified Body Confirmation Letter
Reference. : 190153021

To whom it may concern,

TUvRheinland"

LGAN
Precisely Bight

oale March 14 2024

T6l. +49 911 655-5225
MEil: nE![s]:

oroducls@deluv conl

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607
amending Regulations lEUl20'171745 and (EU) 20'17/746 as regards the
transitional piovisions for certain medical devices and in vitro diagnostic
medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH, a Notified Body
(NB) designated against Regulation (EU) 20171745 (MDR) and identified by the

number 0i97 on NANDo, has received a formal application in accordance with

Section 4.3, first subparagraph ofAnnex Vll of MDR and has signed a written

agreement in accordance with Section 4.3, second subparagraph of Annex Vll of

MDR with the following manufacturer:
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Zibo Eastmed Healthcare Products Co., Ltd.

No.'l 18 Huaguang Road, Zhangdian District, Zibo,
255000 Shandong,
P.R. China
SRN Number: CN-MF-000032259

The devices covered by the formal application and the written agreement mentioned

above are identified in the tables below. Table 1 identifles the devices for which

an MDR application has been received, written agreement concluded and for which

the NB is alio responsible for appropriate surveillance under the applicabte Directive.

Table 2 identifies the devices for which an MDR application has been received

and a written agreement concluded, but the NB has !q! yet taken the responsibility

for appropriatJ surveillance of lhe corresponding devices under the applicable

Directive.

ln the case of devices covered by certificates issued under Directive 90/385/EEC

(AIMDD) or Directive 93/42IEEC (MDD) that expired after May 26.' 2021 bul belote
trilarcn io, 2023 without having been withdrawn, this letter also conflrms that

the manuiacturer either signed ihe written agreement under MDR by the dale of

MDD/AIMDD certificate expiry; or provided evidence that a competent authority of

a Member State had grantei a derogation or exemption from the applicable conformity

assessment procedu-re in accordance with Article 59(1) of MDR or Article 97(1) of

the MDR respectively, by iilarch 20,2023 fot the rclevant devices

TUV Rheinland
LGA PIOdUCiS GMbH

Am Grauen Slein
51105 Koln
Germany

Tillystratle 2
90431 Nuremb€rg

Phon€ +49 911 655 5225
Fax +49 911 655 5226

serv.ce@de luv.com
www luv com/salelv

aoard of Madaqemenl

Drpl"lng.
Thomas Weigand, Spokosman

Dpl-Kfm.
Dr JOrg Schlosser

Nuremberc HRB 26013
vAT No OE 611835490

Chailman of the

Or.-lng MichaelFilbi



The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer's continued compliance to the other conditions specilied in Article
120.3c of MDR (as amended by (EU) 2023/607), are shown below:

. May 26, 2026 for Class lll custom-made implantable devices

. December 31, 2027 Ior Class lll devices and Class llb implantable devices
excluding Well-established technologies (WET - sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,

clips and connectors)
. December 31, 2028 for other Class llb devices, Class lla, Class I devices

placed on the market in sterile condilion or have a measuring function
. December 31, 2028 for devices not requiring the involvement of a notified

body under MDD but requiring it under MDR (e.9., class I devices that
qualify as re-usable surgical instruments)

On behalf of the Notified BodY

Wenxiang Zhang
Certiflcation body

Table 1: Devices covered by this letter and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under
the applicable Directive:

Device name or Basic UDI-
Dl (under MDR application)

oevice name:
l.V. Flow Regulator for
Single Use

Basic UDI-Dl:
697107761001HY

Device name:
Sterile Syringes for Single
Use

Basic UDI-Dl:
6971077 61002J2

Device name:
Sterile lnfusion Sets Ior
Single Use

MDR Device
classilication
(as proposed
by the
manufacturer
and verified at
the pre-
application
stage)

Class lla

Class lla

It the MDR
device is a
substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OE[/
supplier.

MOD/AIMDD
Certificate
Reference(s) of
the devices
under MDR
application, and
the NB
ldentification

Certificate #:
oo 2173581-1
NB#: 0197

Certificate #:
oD 217358'l-1
NB#: 0197

Basic UDI-Dl:
697't 0776'1003J4

Class lla
Certiflcate #:
oo 2173541-1
NB#: 0197

2e^^.(
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Device name or Basic UDI-
Dl (under MDR application)

Device name:
Slerile Hypodermic Needles
for Single Use

Basic UDI-Dl:
697r07761004J6

Devlce name:
Sterile lntravenous Needles
for Single Use

Basic UDI-Dl;
697107761005J8

Device name:
lntusion Set with Burette

Basic UDI-Dl:
697107761006JA

Device name:
Blood Transfusion Sets

Basic uDl-Ol:
697r07761007JC

Oevice name:
Sterile Urine Bags for
Single use

Basic UDI-Dl:
697107761008JE

Oevice name:
Three-way Stopcock and
Extension Tube

Basic UDI-Dl:
697107761009JG

Device name:
Sterile Heparin Cap for
Single Use

Basic UDI-Dl:
597107761010H2

Device name:
Sterile Three-way
Stopcocks for Single Use

MOR Device
classificataon
(as proposed
by the
manufacturer
and verified at
the pre-
application
stage)

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

lf the MDR
device is a
substitute
device,
identification of
the
corresponding
MDD/AIMDD
device

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Nole: The device
will be replaced
made by the IMF
from OEM
supplier.

MDD/AIMDD
Certificate
Reference(s) of
the devices
under MOR
application, and
the NB
ldentification

Class I devices
placed on the
market in sterile
condition

Certificate #:
DD 2173581-1
NB#; 0'1 97

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Note: The device
will be replaced
made by the IMF
from OEM
supplier

Note: The device
will be replaced
made by the IMF
from OEM
supplier.

Certilicate #:
DD 2173581-1
NB#: 0197

Certificate *:
DD 2173581-1
NB#: 0197

Certiflcate #:
DD 2173581-1
NB#: 0197

Certificate #:
DD 2'173581-'1
NB#: 0197

Certificate #:
DD 2173581-1
NB#: 0'197

Basic UDI-Dl:
697107761011J3

Class lla
Certificate #;
DD 2173581-1
NB#: 0'197

Cerlificate #:
DD 2173581-1
NB#: 0197



-4-

Table 2: Devices covered by this letter and for which the NB is E[
responsible for appropriate surveillance of the corresponding devices under
the applicabl€ Oirective:

Device name or MDR Device lf the MDR device MOD/AIMoD
Basic UDI-DI classilication (as is a substitute Certificate
(under MDR proposed by the device, Reference(s) of the
application) manufacturer and identification of the devices under MDR

verified at the pre- corresponding application' and the
application stage) MDD/AIMDD device NB ldentitication

N/A N/A N/A N/A

Confirmation Letter Revision History
Date NB internal

reference traceable
to each version of
the letter

2024t03t14 190153021

Action

lnitial issue



A,
TUVRheinland

EC Certificate
Production Quality Assurance
Direc{ive 93/4ZEEC on Medical Devices, Annex V

Registration No.:

Ivla n ufactu ren

DD 2173581 -1

Zbo Eastmed l-leallhcare Products Co., Ltd,
Nlo.118 Huaguang Road, Zhangdian District, Zbo,
255000 Shandong, P.R.China

Produc-ts: . Sterile and non-sterile l€sal Orygen Cannula
. Sterile and non-sterile Oxygen Masks
. Sterile and non-sterile ilobulizer Masks
. Sterile Blood Lancets
. Disposable Surgical Blades (Wth and without l-hndle)

' lnsulin Needles for Single Use
. Sterile lnsulin Syringes for Single Use
. Sterile Three-r/\ay Stopcocks forSingle Lhe
. Sterile Fleparin Cap for Single [Jse
. Sterile Dental fGedles for Single LJse
. l.V. Cannula for Single Lrse
. lnfusion Set with Burette
. Three-uay Stopcock and Exiension Tube
. l.V. Flow Regulator for Single Use
. Sterile SYringes for Single lJse
' Sterile lnfusion Sets for Single Use
. Sterile l-lypodermic l'leedles for Single tbe
. Sterile lntravenous lleedles for Single t so

' Sterile Safety Auto Disable Syringes for Single Use

The Mtifled Body hereby declares that the requirements of AnnexV of the direclive 93/42IEEC hatre

been met for the iisted producb. The above named manufac{urcr has establlshed and apdies a quafty

assurance system, wttich is sub1ect lo periodic surveillance, deflned by Annex V, section 4.of the

aforenpntioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-e)€mination certiflcate according to Annex lll is required'

Report Nlo.:

Effective date:

Epirydate:

lssue date:

190131456 110

2021-04-28

2024-05-26

2021-04-28
g Zhang

cts GmbH
' Germany

TUV Rheintand LGA Products GmbH is a Notified Body accorCing to Oirectile 93/4ZEEC concerning medi,
devices with the identilication number 0197.
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TUVBheinland

Production Quality Assurance
Directive 93/42EEC on Medical Devices, Atnex V

Registration I{o.

[\rla n ufa ctu rer:

Report Nlo.:

Effective date:

Epiry date:

lssue dale:

DD 2173581-1

. Blood Transfusion Sets

. Latex Surgical Gloves

. Blood Collection Sets for Single Llse

. Disposable Suction Catheter for Use in Respiratory Tract

. Disposable Stomach Catheter

. Endotrachgal Tube for Single Use

Aspects of manufacture concerned \,!ith securing and maintaining sterile
conditions:
. Sterile Urine Bags for Single Lrse
. Sterile Vadinal Dilators for Single use
. Sterile Latex E)€mination Gloves
. Wound Plaster

Replaces Approval, Registration No.: DD 60138881 0001

190131456 110

2021-04-28

2024-O5-26

2021-04-28
xiang Zhang

TUV oducts GmbH
TillystraBe 2 berg Gernrany

TUV Rheintand LGA Products GmbH is a Notifed Body according to Directile 93/4ZEEC conceming mediS
devices with the identilicatlon number 0197.

l49e 2 ol2

EC Certificate

Zbo Eastrned l-lealthcare Products Co., Ltd.
t\,lo.1 18 Huaguang Road, Zhangdian District, Zbo,
255000 Shandong, P.R.China


