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M- Rapport d'Evalua

Review Report —# #r#

Farm GAT_10-M04, version 00, effective since Morch &th, 2000

( € Documentation Review

No. 0B200319.ZUDPUSE4

Holder:

Review goal:

Product:
Model(s):

Classification:

Review output:

Ihejiang Ugly Duck Industry Co., Ltd.
No. 2 Dongfang South Road, Ouhai District, Wenzhou
City, Zhejiang Province, China

Verification of the presence of the Technical
File in regards of the Medical Devices Directive
93/42/EEC Annex VIl

Medical protective clothing (no sterile)
2020313

Class | [no sterile)
loccordingly to the Manulactrer's declaration)

We atfest that a Technical fAle in reference to the Direcfive
93/42/EEC 5 in place for the CE Marking process.

The manufacturer is responsible for the CE Marking process,
and not exempied to camy out all necessary compliance
octivities. This document has been issued on the basis of the
regulation on ECM Voluntary Mark for the cerdification of
products. RGO1_ECM rev .3 available at: www.entecerma.it

Issuance date: 19 March 2020
Expiry date: 18 March 2025

Reviewer

Technical expert

Amand

ver
ECM Service I::iscrnr

Ente Cerfific azione Mac chine

Via Cd Bella, 243 - 40053 Vakamoggia Loc. Castello di Seravalle (Bo) Ihaly
T +39.0516705141 & +32.0516705154 = info@entecerma.it &) www entecerma.it

id= @ ZERTIFIKAT @ CERTIFICATE

=]
AL A

ZERTIFIKAT 4 CERTIFICATE 4

P

P (as
vice Listing with the US Food & Dmg Administration, lhrcugh

er , foreign exporter)

U.S. Agent for FDA
Communications:

SUNGO TECHNICAL SERVlC

6050 W EASTWOOD A A.GO
ILLINOIS 60630, U

Telephone: +1-855- %%n
0632 0

KT

Device LIstlu_g# See ann
Listing No | Code | Device Name

2
ACCESSORY, SURGICALAP
D375662 yu (protective ﬁ
Non-surgic ation gown

D375663 OEA (Protective Coverall)

SUNGO Technical Service Inc. will confirm that such registration remains ¢ffective upon request and
presentation af this certificate until the end of the calendar year stated above, unless said registration is
terminated afier issuance of this certificate. SUNGQ Technical Service Inc. makes no ather
representations or warranties, nor does this certificar e any representations or warranties ta any
person or entity other than the named c {%m lder, for whase sole bengfit it is issued. This
certificate does not denote endorseme; blish

by the US. Food and Drag Ad,
person or entity in zamm:r

Pursuant to 21
number dgg;
that pres

or aofa

prol 1 ix:hmenr or its products. Any mpnsen!anon
M % rod ausa of or p ofar

i sl onstit ndmg The US. Food and Drug Administration Sossiot

issue a ccrqﬁc regi: a’oes the US. Food and Drug Administration recognize a
centificare of ragu atl ‘echnical Service Inc. is not affiiiated with the U.S. id Drug
Aa‘m!mm-annn

C‘Squo FIDA

Wil of the i lder’s device or
’V n'chm:al Service Inc. assumes no liability 1o any
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