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MO TA SAN PHAM: ST DUNG:
Gang tay y t& khang bt Nitrile 13 sy thay thé tuyét vai Gang nitrile cé d6 bén cao, chéng dam thing, cd tlnh ndng chéng
cho ngudi man cAm véi ging tay cao su ty phién. Day 13 nude, khang dau t6t nén gang tay nitrile dugc Ung dyng rng rai
' san pham I1am tir cao su tdng hop - Nitrile Butadiene trong inh vyc v t& céc nganh cdng nghiép ciing nhu tdt ¢ cac
.Rubber khéng chira Protein nén khéng gdy dj ung cho nganh ngh& dbi hdi vé sinh cao nhu kiém nghiém, thi nghiém héa
ngudi dung. chét, nha khoa va chm séc st khée, ché bién thyc pham..

Bao vé ban tay khi tryc tiép kham chita bénh, tiép xic véi Tinh nang mém mai clia sin phdm mang lai cAm gidc thodi mai va ting
cac hoa chat dbc hai va cac trudng hgp 13y nhiém khdc. @9 cdm nhan cho ban tay.
Thiét ké dung dugc c3 hai tay gmp ngum dung 6 thé tidt kiém thai gian

BAO QUAN: y " _khi deo.

B30 quan & noi khd réo, thoang mat. Tranh anh ndng tryc

ti€p va nhiét d cao. Khuyén cdo: Nhiét 46 10°C - 38°C || ” r mﬂmm
06 3m 40% - 90% lns ,. il

Lot.No. una sénxust CONG TY CO PHAN GANG VIET
2 Thira D4t S6 3, To Ban D6 S8 37, Ap Cau Sat, X3 Lai Hung,

Sach 191709 8 mwaqm.m

Ngay sén xuét: . i Huyén Bau Bang, Tinh Binh Duong, Vigt Nam.
' : ; Tel: (+84 - 274) 3535 778/779  Sales Dept: (+84 - 274) 3535 677
Han s dung: . i Fax: (+84 - 274) 3535 773/774
o Email: info@vietglove.vn Web: www.vietglove.un

San xudt tai Viét Nam
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Certificate of
CE-Registration

This is to certify that, in accordance with either medical
device Directive 93/42/EEC as amended by
2007/47/EC or Directive 98/79/EC, mdi Europa GmbH
agree to perform all duties and responsibilities as the
Authorized Representative for

(€
mdiEuropa

Hiermit wird bestatigt, da mdi Europa GmbH als Bevoll-
méchtigter gemaR § 7  Medizinproduklegesetz
(MPG/nationale Umsetzung der Richtlinie fiir Medizinpro-
dukte 93/42/EWG gem. Anderungsrichtiinie 2007/47/EG
bzw. 98/79/EG) fur den Hersteller

Viet Glove Corporation
Plot 03, Map No. 37
Cau Sat Hamlet, Lai Hung Village
Bau Bang District, Binh Duong Province

as stipulated and demanded by the afore-mentioned
Directives. The German competent authorities have
allocated the medical devices of the manufacturer the

Vietnam

die Anzeigepflicht gemank § 25 MPG fiir die nachfolgend
aufgefilhrten Medizinprodukte erfiillt hat. Den angezeigten
Medizinprodukten sind die folgenden Registrierdaten zu-

following registration numbers: geordnet worden:
Medical Device UMDNS Code Registration-No.
Powder Free Nitrile Examination Glove 11882 Class | DE/CAQ9/0760/1900

The manufacturer has provided mdi Europa with all
necessary documentation, together with an appropri-
ate Declaration of Conformity confirming that the med-
ical devices fulfill the essential requirements of either
Directive 93/42/EEC as amended by 2007/47/EC or
98/79/EC. A safety officer has been appointed for Ger-
many and therefore is in full compliance with § 31
MPG.

February 2016

Werner Sander
President & CEO

Der Hersteller hat mdi Europa alle fiir das erstmalige Inver-
kehrbringen ven Medizinpradukten erforderlichen Doku-
mente vorgelegt. Dazu gehart die Konformitétserklarung, die
bestétigt, dak die Produkte die grundlegenden Anforderun-
gen der Richtlinie 93/42/EWG gem. Anderungsrichtlinie
2007/47/EG bzw. 98/79/EG erfilllen. Ein Sicherheitsbeauf-
tragter gemaf § 31 MPG wurde bestellt.

mdi Europa GmbH « Langenhagener Strasse 71 - 30855 Langenhagen




Declaration of Conformity Certificate

We

Manufacturer : Viet Glove Corporation

Address: Plot 03, Map No 37, Cau Sat Hamlet, Lai Hung Village, Bau Bang District, Binh Duong Province

Country : Viet Nam

Phone Number : +84 {650) 3535 778/779

Declare with sole responsibility, that our product/s:

UMDNS | UMDNS Description Internal Product Name Classification
Code Rationale Per MDD

11882 Examination/Treatment | Powder Free Nitrile Examination Gloves | Class |

Meet, the essential requirements of Council Directive 93/42/EEC as amended by 2007/47/EEC
pertaining to medical devices. Pathway of conformity per Annex Il.

Notifid Body : ( British Standard Insititute ~ 0086 )

The product(s) identified above meet requirements of the Medical Devices Directive by meeting the
following standards

Standard No Standard Description

EN455-1 Medical Gloves for Single Use. Requirements & Testing for Freedom of Holes
EN455-2 Medical Gloves for Single Use. Requirements & Testing for physical properties
EN455-3 Medical Gloves for Single Use. Requirements & Testing for Biological Evaluation

We hereby appoint mdi Europa GmbH, Langaenhagener Str.71, 30855 Langenhagen, Germany to act as
European Authorized Representative as explicitly defined in Article 1, § 2 (g) of Directive 98/79/EEC

Signed this day, 25" of January 2019
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