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5.1SO 13485

TUVRheinland

Tha Cartification Body of
TUV Rheinland LGA Products GmbH

Certificate

hereby certifies that the organization ‘

Hangzhou Universal
) Electronic Co., Ltd.
! 298 Yunxi Road, Cangaqian Street
Yuhang District
Hangzhou |
311121 Zhejiang
China ‘
has establishec and applies a gualty managerent systam far medical devices
for the foilowing scope
Manufacture and Distribution of Digital Thermometers,
! Blood Pressure Monitors, Infrared Ear Thermometers, _
infrared Forehead Thermometers, Infrared Ear / Forehead '
‘ Thermomaters ‘

Proof has been fuenished that the requiremerts specified in
EN ISO 13485:2016

i are fulfilled. The guzlity management systerm s subresct to vearly surveillance

‘ Effective Date: 2018-08-08 ‘
Certficate Regislration No.. SX 60133014 G003
An aucit was performed Report Noo 15067271 006

This Certificale is valid untii 2021-11-06 L
! Cenification Bady ‘

¥

‘ {{ DAKKS
Deutsche

| Akkrediticrungsstole
@ I%1-141659-01-62

i Date 2018-08-08

‘ TUV Rheinland LGA Products GmbH - Tiliystrafle 2 - 90431 Niirnbery

Tl +at zds pG 107" Fye 420 121 §06-3935 erran car-val dmyfde e gon it S L Sor'aatety
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6. CETAIE

EC Certificate TUOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60133013 0001

Report MNo.: 15067271 006

Manufacturer: Hangzhou Universal
Elactronic Co., Ltd.
298 Yunxi Road, Canggian Straet
Yuhang District

Hangzhou

311121 Zhejiang

China
Products: - Digital Thermometess

- Olgod Pressuve Monitors

infrared Eax Thermomsters

- Infraved Forehead Thermomciecrs

- lnEraved Ear / Forehead Thormometers

Replaces approval, Registration No.: 0 S01105%% 0OCL
Expiry Date: 2023-11-C6
The Motified Body hereby declarss that the raguirements of Annex ¥V of the directive 93/32/EEC have
been meat for the listed preducts. The shove named 6r has i and applies & guality
pEsurance system, which is subj e indl; surveill defined by Annex V¥, section 4 of the
aforementioned directive. For placing on the market of class (b and class |1l devices.sevared by this

certificete an EC type-axamination certificate according 4o Annex [N |z raguired.
Effective Date: 2018-C8-03

Bate: 2012-08-08

TUV Rheinland LGA Products GmbH - Titlysirailte 2 - 90431 Niirnberg
TV Rheinland LGA Froducts GmbH is a Motified Bedy according to Directive $3/42/EEC
concerning medical devices with the identification number 0187,

6-1 CEiE
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©  Certificate of Compliance
L Certificate Mo  : BSTXD1820312487401EC-R1

Applicant : QINGDAD YASEE MEDICAL DEVICE CO.LTD
i 4 Layar, No.1 Dongliang Road, Luwang Town, Husngdso Distict,
- Qingdao City
X Manufacturer : NGDAD YASEE MEDICAL DEVICE CO.LTD 5%
% 4 Layer, No. | Dengeng Road, Luwang Town, Hiangdao Dissct, i
£ Cingdac City }
5 ProduciName  : INFRARED ELECTROMIC THERMOMETER 7
{ Main Tost Modal  © JA-T1A
i Additional Model © JA11B, JA-11C, JA-11D, JA-1E, JA-1TF, JA-11G, JA-11H,
2 SRS, JA1R =
. EN 55032:2018 3
e Test Standard 5 £000-3.2:2014
EM 61000-3-2:2013 B
EMN 55035:2017
As shown in the
Test RaporiNo, © BSTXD190312487401ER-R1

The EUT described above has been lested by us with the sted standards and found
in compliance with the councl EMC directive 2014/30/EL. It is possible to use CE
L marking o demonsirale the compliance with this EMC Directive.
- The certificate applies 1o thi tested sample above menticned only and shadl not imply L
an assassment of the whole prodiuction.
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PEOPLE'S REPUBLIC OF CHINA

CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRwS: WA MRS 20190611 &
Certificate NO.: #7u& 24 MM E 20190611 5

FERAR: AAREET, LR (21D
Product(s): Infrared thermometer,See Attachment ( 1 Page )

BEAE: LHAE (1 7D
Model: See Attachment ( 1 Page )

FREMREREES: /

Registration certificate(s): /

EFEd: AN RREFEATRAE

Manufacturer: Hangzhou Universal Electronic Co.,Ltd

AP WER: HIEARMNTEARZaNHEZEE 298 5 (—F) B 4 4
Address of manufacturer: 298 Yunxi Road, Canggian Street Yuhang
District Hangzhou 311121 Zhejiang China

EFFTREREIES: /

Manufacturing License(s): /

YL ERPERRAEHEEM, YREANHFETFTH. REEHIRZRA,

This is to certify that the above product(s) are not registered in
China and not distributed on the Chinese market. The exportation of the
product (s) is not restricted.

AR HBIE: 20214 11 A 06 H
This certification valid until: 2021/11/06

£3E: /
Remark: /

Zhe jiang Medical Products Administration
HrEdaBEEeER)
2019128 10H
(HEEMFFE)

T-1I5MABHRHEEIES

BE LRSS BTN XFEEIS
www.yasee-med.com



YASEE#EH & SR = E R AT

RABRER FEHTIPAL

ATTACHMENT
EFHRE: WA BERE 20190611 & (#17 #£1W )
Certificate NO.: #r#t& 2% M H 20190611 5 ( Page 1 of 1 Page )
F5 F= BB MBS FERENRAEREIES
SN Product(s) Model Registration certificate(s)
44k kB
it ET-100A,ET-100B,ET-100C,
1 Infrared FT-100A,FT-100B,FT-100C /

thermomete | EF-100A,EF-100B,EF-100C

r

=g =g =g Eag=|
Blank Blank Blank Blank
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8.FDA 510K

Device Classification Name Thermometer, Electronic,_Clinical

510(K) Number KAG0202
Device Name Infrared Forehead Thermometer, FT-100A
Applicant HANGZHOU UNMNWERSAL ELECTROMIC CO., LTD.

38 YANGJIATANG, SAMDUM, WESTLAKE DISTRICT
Hangzhou City, CN 310030

Applicant Contact Jiagiang Wan

Correspondent IRC
7808 RUSH CREEK DRIVE
FPasco, WA 99301

Correspondent Contact Charlie Mack
Regulation Number 880.2910
Classification Product Code FELL
Date Received 03r2372016
Decision Date 08242016
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital
510k Review Panel iZeneral Hospital
Summary Summary
Type Traditional
Reviewed By Third Party Mo
Combination Product Mo

8-1 FDA 510K
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