
Manufacturer: whose single Authorized Representative
Name: Zibo Eastrned Healthcare Name: Humiss Beratung GmbH

Products Co., Ltd
Add: No.l l8 Huaguang Road, Z.hangdian Add: GneisenaustraBe 8

District, Zibo 255000, ShandonC 40477 Diisseldorf, Cermany
China

We, thc manufacturer, herewith dcclarc that the pl.oducts

Butterfly Needles with [,ucr Adaptor G2l and C23

meet the provisions of I\4DD 93142/EEC Arnended by 2007 /47 lEC which apply to
them
The medical device has been assigned to class is according to (MDD Annex V.ruleX):
IIa. It bears the mark

( (o,n

'l he product concemed has bcen nranulhctured under a quality ntanagement system
itccordin g to MDD 9:l/42'i :t C A rncndcd 6y 2001 1 41 1 DC.

Conrpliance of the designated product with the MDD 93/42lUEC Amended by
2007147lEC has been assessed and certified by the Notified Body

TiiV Rhcinland LGA ProductsGmbh,
'tillystrabli 2 - 90431 Niirnbcrg

Cetificate No: DD 2 1 7358 1- l

lssue date: 2021-04-28
Expiry date: 2024-05-26

OR cul
.uIl'ollowing thc procedurc relating to the EC Declaration of Conformity set out in L{D

93 I  zll.F,C Arnended by 2007 I 47 I F.C.

'l he above mentioncd dcclaration of contbrnritv is exclusivclv under the
responsibility ol

Company: Zibo Eastmed Healthcare Products Co., Ltd
Address: No.1l8 Iluaguang Road, Zhangdian District,

Zibo 255000, Shandong China

7,ibo.202212114
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EC Certificate
@

TUVffheinl an

Production Quallty Assurance
Direc{ive 93/4?EEC on Medlcal Devices, Annex V

Regbtration hlo.:

lvbnufacturer Zbo Eastrned l-{ealthcara Products Co., Ltd.
M.1 18 Ftuaguang Road, Zhangdlan Oistrict, Zbo,
255000 Shandong, P.R.China

Froducts: 'Sterile and non-sterile f'lasal Oxygen Cannula
. Sterile and non-sterile Orygen Masks
. Sterile and non-sterile l"lebuliEr Masks

' Sterile Blood Lancets
' Disposable Surgical Blades (\ ith and wilhout Fhnd16)

' lnsulin l'{eedles for Single [Jse

' S'terile lnsulin Syringesfor Single tbe
. Sterile Three'way Stopcocks forSingle tJse
. Sterile l-leparin Cap for Single Use

' Sterile Dental Nleedles for Single Lbe

' l.V. Cannula for Single Llse

' lnfusion Set with Burette
' Three-v,/ay Stopcock and EXension Tube

' l.V, Flow Regulator for Single Use

' Sterile SYringes for Single Llse

' Sterile lnfusion Sets for Single Use

' Sterile l-lypodermic l'leedles for Single Lbe

' Sterile lntravenous l'leedles for Single Lhe

' Sterile Safety Auto Disable Syringes for Single Llse

The t.]otified Body hereby dectares that the requirements of Annex V of the directive 93/42IEEC ha\€

been nret for the iisted producb, The above nam€d rnanufactur€r has estaHished and apdies a qualty

ii.rran." system, *frich ls subj6ct to periodic surveillance, defined by Annox.V, section 4.of the

aforenentioned diiectlve. For ptacing onthe market ol class llb and class lll devices covered by this

certiricate an EC type-e}emination certificate according to Annex lll ls required'

Report l.lo.:

Effective date:

Elplry date:

lssue date:

DD 21735E1-1

180131456 110

2021-04-28

2024-05-26

2021-04-28

TtlV Rheinland LGA Prcducts GmbH is a Notified Body ac
delices with the identification number 0197.

ng Zhang
TUVR GmbH

TillystraRe 2 I .Germany

ing to Directi\€ 93/42EEC concerning medi,
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ecatCertlfiEC
Produc{lon Quallty Assurance
Dlrecllvo 93/4?EEC on Medical Devices, Arnex V

Registration l,,lo.:

[/ta n ufa ct u rer:

R€port l,lo.:

Effoctive date:

Eplry date:

lssue date:

TUV Rheinland LGA Products GmbH is a N

dovlces with the identification number0197.

DD 2173581-1

Zbo Eastn6d l-loalthcare Products Co., Ltd.
i.lo.1 18 l-tuaguang Road, Zhangdian District" Zbo,
255000 Shandong, P.R.Chlna

. Blood Transfusion Sets

. LatexSurgical Gloves

. Blood Collection Sets for Single Use

. Disposable Suction Catheter for Use in Respiratory Tract

. Disposable Stomach Catheter

. Endotracheal Tube for Single Use

As06cts cf ma nufacture concerned lr'ith s€curing and mainlaining sterile

conditions:
. Sterile Urine Bags for Single Use
. Sterile Vaginal Dilators for Single l.Jse

. Sterile Latex E)Gmination Gloves

. Wound Plaster

Replaces Approval, Registration tlo.: DD 60138881 0001

1901314s6 110

2021-A4-28

2024-05-26

2021-04-28
xiang Zhang

TOV ucts GmbH
TillystraRe berg Germany

to Directi\e 93/4ZEEC conceming medEd
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TUVRheinland

Certificate
Quality Management System
EN ISO 13485:2016

Registration No sx 2173581-1

Organization Zibo Eastmed Healthcare Products Co., Ltd.

No.118 Huaguang Road, Zhangdian District, Zibo, 255000 Shandong'
P.R. China

Scope: Manufacture and Dishibution of Sterile and non-sterile Nasal Oxygen

Cannula, Steriie and non-sterile Oxygen Masks, Sterile and non-sterile

Nebulizer Masks, Sterile Blood Lancets, Disposable Surgical Blades (with

and without Handle), lnsulin Needles for Single Uss, Sterile lnsulin

Syringes for Single Use, Sterile Three-way Stopcocks for Single Use'

Sterile Heparin Cap for Single Use, Sterile Dental Needles for Single Use'

LV.Cannuta for Single Us€, lnfusion Set with Burette, Three-way Stopcock

and Extension Tube, l.V.Flow Regulator for Single Use, Sterile Syringes for

Single Usg, Sterile lnfusion Sets for Single Use, Sterile Hypodermic

Needles for Single Use, Sterile lntravenous Needles for Single Use' Sterile

Safety Auto Disable Syringes for Single Use, Blood Transfusion Sets, Latex

Surgical Gloves, Blood Collection Sets for Single Use, Disposable Suction

Catheter for Use in Rospiratory Tract, Disposable Stomach Catheter'

Endotracheal Tube for Single Use, Sterile Urine Bags for Single Use,

Sterile Vaginal Dilators for Singl€ Use, Sterile Latex Examination Gloves,

Wound Plaster

Design and Development, Manufaclure and Distribution of Foley Catheters

for Single Use

The CerUfication Body of TUV Rheinland LGA Products GmbH certifies that the organizalion has established and applies a

qua ity management system for medical devlces
irool'has Gen furnished thal th€ requi.emonts specified in the abovemenlionod standard are lulfilled. The quality

managGment systEm is subject to yearly surveillance.

Report No.:

Effeclive date
Expiry date:
lssue date:

DAKKS

190'139346 1 10

2022-08.17
2025-08-16
2o22-08t11
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Rheinland
Wenxiang Zhang

LGA Products GmbH
Nr.irnberg GermanY
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