File No: CE-TCF-001

EC Declaration of Conformity
Regarding Medical Device Directive(93/42/EEC)

including Directive 2007/47/EC

Applicant:
Manufacturer: Ningbo UNIMED Medical Instrument Co., Ltd.
Address: 26 Laoshan Road, Beilun, Ningbo, China.

Product: Stethoscope, Neuro Hammer, ENT Exam Device, Tourniquet, Pen light

Model: See Annex

Ciassification: |
Rule: According to Rule 1

We confirm our product can meet the requirement of Medical Device Directive and the
following harmonized standards.

EN ISO 14971:2012
EN ISO 15223-1:2016
EN 1041:2008

Signature: //@g T ’

Date: I / 7 ‘f




Annex

Name Model

Stethoscope | SF100,SF101,SF200,SF201 ,SF202,SF203,SF204,SF205,SF206,SF207,S

F208,SF301,SF302,SF303,SF304,SF305,SF306,SF401,SF402,SF411, SF

412,SF413,SF500,SF501,SF502,SF503,SF504,SF505,SF506,SF507,SF5

08,SF512,SF513,SF601,SF602,SF603,SF604,SF605,SF606,SF701.SF70
2,SF5234

Neuro SF1019,SF1020,SF1021,SF1022
Hammer

ENT Exam | SF30001,SF30001-1,SF30002,SF30002-1,SF30003,SF30003-A SF30003
Device -B,SF30004,SF30004-1,SF30005,SF30005-1,SF30006,SF30006-A,SF30
006-B,SF30007,SF30008,SF30009,SF30010

Tourniquet SF1040

Pen light SF1030, SF1031, SF1032, SF1033




