
product service

Ес Gertificate
Рrоdчсtiоп Quality Аssчrапсе System
Directive 9Зr4ZЕЕС оп Medical Devices (MDD), Аппех V
(Devices in Glаss lla, llb or lIl)

No. G2 {8 03 03804 003

мапчfасtчrеr: suzhou Acmed
lmport & Export Со., Ltd
2-1 001 6,4Зб Changjiang Road

215011 Suzhou
PEOPLE,S REPUBL|C оF cHlNA

EC-Representative: MedPath GmbH
Mies-van-der-Rohe-Strasse 8

80807 МUпсhеп

GERMANY

Lap Sponges with X-ray Detectable Thread,
Suction Catheteb, Stomach Tubes,
Feeding ТчЬеs, Silicone Fоlеу Catheter,
Steri]e Blood Lancets, Disposablв Surgical
Blades(with and without Handle),
Scalp Vвiп Set for Single Use,
l.V. Саппчlа for Single Use,
Sterile Three-way Stopcock for Single Use,
Sterile Нераriп Сар for Single Use,
Three-way Stopcock and Extension Tube,
lпfчsiоп Set for Single Use, Transfusion Set,
Sterite Syringes for Single Use(with Needle),
Sterile Нуроdеrmiс Needles for Slngle Use,
Latex Foley Cathoter, Sterile Surgical Gloves,
Digital Thermometer, lnfra,red Ear Thermometer,
Digital Blood Рrеssчrе Monitor
(Digital Sphygmomanometer), Suction Соппесtiп9
Tube with Yankauer Нап{lе,
Endotracheal tube, OxygBn Пalаsks,
sterile апd non.sterile Nebulizeb

The certification Body of Tuv suD product service GmbH declares that the аfоrеmёпtiопеd

,rпапчfасtчrеr has implemented а qualiý assurance system fоr mапчfасtчrе and fiпаl inspection

of the respective devices / device categories iп ассогdапсе with MDD Аппех V, This quality

аSSчrапсе system conforms to the requirements of this Directive and is subject to periodical

surveillance. Fог marketing of class llb and lll devices ап additional Аппех lll certificate is

mandatory. See also notes overleaf.

Product
Category(ies):

Report No.:

Valid from:
valid until:

SH1811 1601

201в47-12
202з-07-11lb4
stefan РrеiR

Date, 2о18-07-12

TOv SUD ргоdчсt Service GmbH is Notified Body with identification по. 012з

Рвgё 1 of,2

TUv SUD Product Sеrчiсе GmЬН . Zertifizierstelle . RidlerstraBe 65 . 80з39 Miinchen Gеrmапу IIJчФ
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product sеrчiсе

ЕG Certificate
Рrоdчсtiоп Quatiý Аssчrапсе System
Dlrective 93r4zEEC оп Medical Devices (MDD}, Аппех V
(Devices lп Сlаэз lla, llb оr lll)

No. G2 18 03 03804 003

Facility(ies):

Fаgе2аl2

Trjv suD product service Gmьн , zertifizierstelle

Suzhou Acmed lmport & Export Со,, Ltd
2-1о016,436 Chang|iang Road, 21501'l Suzhou,
PEoPLE,S REPUBLlc оF cHlNA

. RidlerstraBe 65 , 803З9 Мiiпсhsп , Gеrmапу пrчФ
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Stl;ltоuДспlrld lmporl & rхроrt Со., Ltd.

Е u r о р е а п Name: MedPathGmbH
Representative: Add: Mies-van-der-Rohe-StraýSe 8, 80807 Munich, Gеrmапу

product Name Sterile Surgical Gloves

Object of the Sizes: 6,6,5,7,7,5,8,8,5
declaration: 

Lor No.: pending

NчmЬеr of products: Pending

UMDNS Code: 11-883

Classiflcation (MDD, Аппех lX): lla, rчlе 7

Conformiý Assessment Route: Аппех V.3

We herewith dесlаге in sole responsibility that the above mentioned products meet the transposition into

паtiопаl law, the provisions of the following ЕС Сочпсil Directives and Standards, All supporting docu-
mепtаtiопs are rеtаiпеd under the premises of the mапчfасtчrеr. We аrе exclusively rеsропsiЬ|е for the
dесlаrаtiоп of сопfоrmiý.

DlREcTlVES
General applicable directives:

Medical Device Directive: COUNC|L DlRECTIVE 93l42lEEC

мапufасturеr:

Notified Body:

Identification dumber:

(ЕС) Certificate(s):

Ехрirе date of the Certificate:

Stan of СЕ Marking:

placo of lssче:

Dato of lsзче:

SignaturB:

Name: Mark Но

r,, Ltd, St€r|lc Surgical Glov€з СЕ ТF

Declaratlon Ol Conformlty

Name: Sшhоч Acmed lmport & Export Со., Lld.

Add: 2-10016,436 Сhsпgiiапg Road, 215011 Suzhou, Р, R,Сhiпа

тUV ýUD Product Sегчiсе GmbH, Ridlerstr. 65,
80339, МOпсhеп, Gеrmапу

01 23

G218 0з 0з8и 003

2023_07-"l1

20,18_07_12

Suzhou,CHlNA

2018_07-,l2

Position: General Мапаgеr
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