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The Certification Body of
tUV Rtreinland LGA Products GmbH

hereby certifies that the organization

Zibo Eastmed Healthcare
Products Co., Ltd.

No.1 18 Huaguang Road , Zhangdian District
Zibo

255000 Shandong
China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope included)

Proof has been fuΓ nished that the requirements specified in

EN lso 13485:2016

are furi|丨 ed The qua丨 ity management system is suqeCtt° yeaHy surve丨 |丨ance

EffectiVe Date∶                    2019-08-29

Certificate Registration No,∶         SX601388820001

An audit、〃as perforfη ed Report No,∶  16805598006

This Certificate is vaⅡ d untiⅡ        2022-08ˉ 16

D zM-1416⒐ 0⒈02  |

Date 2019-08-29

Certification Body

TUV Rheinland LGA Products GmbHˉ TⅡ IystraBe2ˉ 90431N
Te卜 +49221806ˉ 1371FaX∶ +49221806ˉ 3935eˉ ma‖ ceΓt~a"dity@de tuv c° m http ll-tuV com/safety

l0/020d 0408 @ T!V,TUE\'..dTUVa.ere!steredta(err'ar(s U sd oid dlppLcd onr.qurlsprorapnova



TUV RheinIand

LGA Products GrvlbH

Doc. a/2, Rev. O

Attachment
Certificate
Registration
Report No.:

Organization:

Scope:

to

No。 :

tsche

Γediuerungsste"e
D-zM-14169-01-02

Date: 2019ˉ o8ˉ29

Ti"ystraBe 2' 90431 N0rnberg

sX601388820001
16805598006

z∶bo Eastmed HeaIthcare
Products Co。

、 Ltd。

No。 118 Huaguang Road' zhangdian District
zibo
255000 shandong
China

Manufacture and Oistribution of Sterile and non-sterile
Nasal Oxygen Cannula, Sterile and non-steril_e Oxygen Masks,
Sterile and non-sterile Nebulizer Masks, SteriLe Blood
Lancets, Disposable Surgical_ Blades (with and without
handle), Insulin Needles for Single Use, Sterile Insulin
Syringes for Single Use, SteriLe Three-way Stopcocks for
Sj-ngIe Use, Steril-e Heparin Cap for Sing1e Use, Steril_e
Dental Needles for Sing1e Use, I.V.Cannula for Sing1e Use,
Infusion Set with Burette, Three-way Stopcock and Extension
Tube, f.V.Fl-ow Regulator for Single Use, Sterile Syringes
for Single Use, Sterile Tnfusion Sets for Sj_ngle Use,
Sterile Hypodermic Needles for Sing1e Use, Sterile
Intravenous Needles for Single Use, Sterile Safety Auto
Disable Syringes for Single Use, Blood Transfusion Sets,
Latex Surgical Gloves, Blood Coll-ection Sets for Single Use,
Disposable Suction Catheter for use in Respiratory Tract,
Disposable Stomach Catheter, Endotracheal- Tube for Single
Use, Steril-e Urine Bags for Single use, Sterile Vaginal
Dilators for Single Use, Steril-e Latex Examination Gloves,
Wound Plaster;

Certification Body

猡

are reg stered rradenrarks Ut saton and aFp caton req! res Dror approva

Wenxiang Zhang
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TUV RheinIand
Doc. 2/2, Rev. 0

LGA Products Gl冖 :冖:bH

Ti"ystraBq 2、 90431 Nurnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

sX601388820001
16805598006

zibo Eastmed Healthcare
Products Co.J Ltd.

No。 118 Huaguang Road' zhangdian
zibo
255000 shandong
China

District

Scope: Design "rrj o",r.topment, Manufacture
Folev Catheters for Single Use

Distribution of

Certification BodV

D-zM-14169-01-02

Date: 2019ˉ o8ˉ29

,TUEVandTUVare.eaisleredt.demarts Utlsalonandapplcatonrcquresprorapproval
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EC CertⅢcate

Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

Registration No.:

Manufacturer:

DD2173581-1

zibo East1η ed Hea"hcare Products Co.,Ltd,

No.118Huaguang Road,zhangdian DistHd,zibo,
255000shandong,P.R.China

Products: . Sterile and non-sterile MsalO4ygen Cannula
. Sterile and non-sterile Oxygen Masks
. Sterile and non-sterile l\ebulizer Masks
. Sterile Blood Lancets
. Disposable Surgical Blades (with and without Fhndle)
. Insulin Needles for Single Use
. Sterile Insulin Syringes for Single Use
. Sterile Three-way Stopcocks forSingle Use
. Sterile Heparin Cap for Single Use
. Sterile Dental Needles for Single Use
. l.V. Cannuia for Single Use
. Infusion Setwith Burette
. Three-way Stopcock and Extension Tube
. l.V. Flow Regulatorfor Single Use
. Sterile Syringes for Single Use
. Sterile Infusion Sets for Single Use
. Sterile l-lypodermic Needles for Single Use
. Sterile Intravenous Needles for Single Use
. Sterile Safety Auto Disable Syringes for Single Use

The ltlotified Body hereby declares that the requirements of AnnexV of the directive 93l42|EEChave
been met for the listed producb. The above named manufacturer has established and applies a quality
assurance system, wtrich is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Report M,:

Effective date:

Epiry date:

lssue date:

190131456110

2021-04-28

2024ˉ05-26

2O21-04-28

TUV Rhein丨 and LGA Products GmbH is a NoUfed Body according to DirectiⅥ e93`42/EEC conGerning medod
deMces、″

"h the identⅢ

cation number0197
Page 1 of2

Zhang
TUV R

l0/020 d 04 08 @ TUV TUEV.rn TLIVare reostercd tradcmarks Ut saton and apD cd
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TUVRheinland

EC CertⅢcate

Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Arnex V

Registration No.:

Manufacturer:

DD2173581-1

zibo Eastmed HeaⅡ hcare Products Co.,Ltd.

No.118Huaguang Road,Zhangdian DistHct,zibo,
255000Shandong,P.R.China

. Blood Transfusion Sets

. LatexSurgicalGloves

. Blood Collection Sets for Single Use

. Disposable Suction Catheter for Use in Respiratory Tract

. Disposable Stomach Catheter

. EndotrachealTube for Single Use

Aspects of manufacture concerned with securing and maintaining sterile
conditions:
. Sterile Urine Bags for Single Use
. Sterile Vaginal Dilators for Single Use
. Sterile Latex Examination Gloves
. Wound Plaster

Replaces Approval, Registration No.: DD 60138881 0001

Report lrlo.:

Effective date:

E>piry date:

lssue date:

190131456110

2021-04-28

2024-05-26

2021-04-28

功 V Rhein丨 and LGA ProduCts GmbHis a Noti币 ed Body according to Direct~e93`42`EEC ConCerning med阅
deMces、″

"h the identmcati。

n numbeΓ 0197
Page 2of2

TUV
ng Zhang
cts GmbH
Germany
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