File No: CE-TCF-001

EC Declaration of Conformity
Regarding Medical Device Directive(931421EEC)

including Directive 2007/47/EC

Applicant

Name: Xiantao WellMed Protective Products Co.,Ltd

Address:  Special No.1 Hefeng Industrial Park, Pengchang Town, Xiantao City, Hubei
Province

EC Representative

Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: isolation gown

Type: YH-IG (reverse wear style) /YH-CO ¢ suit style) /IM(110<X 1355 /L (115 x 137 %L
(120X 140) /M(160%125) /L (165X 130) /XL (170%X135) or Customized

Classification: Class | (MDD, Annex IX), Rule 1(All non-invasive devices are in class 1)
Conformity Assessment Route: Annex VI|

We confirm our product can meet the requirement of Medical Device Directive{%MZ]EEC}
and the following harmonized standards.
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Reason: MoldSign Signature

Location: Moldova



		2022-10-13T14:37:01+0300
	Moldova
	MoldSign Signature




