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Certificate of Compliance

Certification
ECM Mark:
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ealth & Human Services

Follow FDA | En Espa

U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices Emitting Products Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products
Fiscal Year 2020 : Establishment Registration & Device Listing B o
© FDAHome © Medical Devices @ Databases it
CER“FICATE OF FDA REGISTRA“ON 1 result found for Owner Operator Number :
N - 10066609 New Search
This certifies that: 3
Establishment A Registration Number Current
ZHANGYE NUOAN MEDICAL EQUIPMENT CO.,LTD Name v eg Registration Yt
2,zone A, terminal park, binhe new district, ganzhou district
Zhangye, Gansu, 734000, CHINA ; CMCTEROAIMEDICAL s No number isted 2020
the FDA v and Device Listing with the US Food & Drug ® Thermometer Kit- Thermometer T-01 T-02 T-03 Contract Manufacturer; Foreign Exporter;
Administration, through UCL-REG SERVICE INC. ; Manufacturer
Owner/Operator Number: 10066609
Product Code: Device Name:
PXH Thermometer Kit-
Thermometer T-01 T-02 T-03 Cantfind what you're looking for? Trya new search

UCL-REG SERVICE INC. wil confirm that such registration remains effective upon request and presentation of

Page Last Updated: 04/06/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players
Language Assistance Available: Espafiol | 88057 | Tidng Vigt| S+ 01 | Tagalog | Pycckwii | =0 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliane | Deutsch | B35 |

assumes no abiity 10 any person or entily in connection with the foregaing. «=J*| English
Pursuant to 21 CFR 807.39. ofa of

or s products. Any that creates an
o, number is and

Accessibility Contact FDA Careers FDA Basics FOIA | NoFEAR Act Hondiscrimination Website Policies

constifutes misbranding.
Administration does not issue a certificate of registration, nor does the ULS Food and
recognize a centificate of registration, UCL-REG SERVICE INC. is not affikated with the U.S.
Food and Drug Administration.

U.S. Food and Drug Adrr 1 Frms ﬁ U.5. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Committees
Silver Spring, MD 20993
Ph. 1-888-INFO-FDA (1-888-463-6332) S
l - ' ~ o 8 A ! Contact FDA Regulatory Information
. Safety
J L o Tsase. ~ DY B2 ) o T

UCL-REGSERVICE INC.
602 ROCKWOOD ROAD WILMINGTON, 2020 Hews & Events
NEW CASTLE DE 19802 USA 3 Training and Continuing Education

| International Programs

For Government For Press

InspectionsiCompliance
State & Local Officials

Consumers
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CERTIFICATE OF CONFORMITY

)y (R
o— YHRe
i o

':r‘Q L

5

%

’ . . ]
SDoC’s Compliance Information Statement NG PTC208310048015-PHOS
No.: PTC20031004501E-FCO01
Applicant ] Zhangye Nuoan Medical Equipment Co. Ltd
H gye Nuocan Co.,Ltd Address 3 No&wmmmkﬂwmm
Addross : No.2 Intelligont torminal industrial zone A, Binghe now district, City, Gansu
Ganzhou district, Zhangye City, Gansu province Manufacturer :  Zhangye Nuoan w Equipment Co. Ltd
: gye Nuoan Co.,Ltd Address i No2, W Mc:va zone A, Binghe new district,
Address :  No.2 Intelligont terminal industrial zone A, Binghe new district, Factory (ies) : Zhangye m Medical Equipment Co.,Ltd
Ganzhou district, Zhangye Clity, Canaprainee Address : No.2. Intelligent terminal industrial zone A, Binghe new district,
Trade Mark H NA district, City, Gansu
Product :  Non contact infrared thormometer TadeMak ¢ NN
ModelNo.  : T-01 Fraduot 3 Mom Comtmot v
Rating :  Battery: 3.0Vdc
The submitted sample of the above equipment has been tested and found to comply with the Model No. 1o e
Dllowing requirement of 47 CFR of PART 15. The submitted sample of the above equipment has been tested and found to comply with the
The assessment of compliance of the product with the requirements relating © FCC rules following Japanese Drective
was based on the following standards and procedure: The standard(s) used for showing compliance with the essential requirements:
Applicable Standard(s) Test Report(s) Number Applicable Standard(s) Test Report(s) Number
FCC Part 15, Subpart B J60335-1(H27) PTC20031004501S-PEO1
IANSI C63.4:2014 PTC20031004501E-FCO1
This certficate is dNMwuer)“mnmmdnmmle
certificate is based on an evaluation of one sample of product. it does no
This verification is part of the full test repori(s) and shouki be read in conjunction with . This
verification is based on an evaluation of one sample of above mentioned product. It does not mm-rww:dnmdzu::;u wm-w:amw:v:.d
imply assessment of the production of the product. Without the written approval of .""“"m'::‘“. _C’w‘w““"’"c"b"-_&“ phresqresigi oo Badbe g
Precise Tosting & Certification (Guangdong) Co., LY. . this verification is not permitiod to bo wsior o PorseleBdl o o et i
reproduced, except in full. I is not permitied to use the test lab's logo.
» Jacky Ou
J““"V O Date: March 27, 2020
Dato: March 23, 2020

Building 1, No.8. Tongxin Road, Dongcheng Street,
Dongguan, Guangdong, China

1
% Precise Testing & Certification (Guangdong) Co., Ltd

Preacise Testing & Certification (Guangdong) Co.. Ltd
Bullding 1, No.6, Tongxin Road, Dongcheng Street,
Dongguan. Guangdong. China

Tol: 86 769 38808222 Web:www.plc-testing.com
Mail: inquiry@pte-testing.com

Tel: 86 769 38808222 Web:www.pic-testing.com
Mail: inquiry@ptc-testing com
QL

RO




=57 W 5% e B A

HOETHRER
Export Declaration of Medical Supplies

A, KABMRHOENFHREALT:
We hereby declare as follows the export information of medical

lies for this customs declaration:
EARKREREER |RoECGE| 4£7~
(A%, B%) | Product ALK | Quality Requirementsof | [X) re
ProductName | Quantity | TheNameof | the Forcign Country | Importing | Producer
s Quality Country/
Mmm Standards of the Raghot:
Sy
TOLFRRAAH | T &L‘mﬁ—'m_ EREE
il (taly) |E BB
T-01 Non-contact BARA
g
Zhangye
¢ Nuan
b al
Devices
co, Ltd

LRESRAESTBREEEMES, F4RAFMEMAK
REARELER, RATMULASREDE IR K4,

'IheabovepmdtmueceniﬁedormgisteredbyMedicalpoduct
registration certific="n and compliant with relevant quality standards
and safety requir s of Italy country/region. Ow  mpany is
responsible for the truthful declaration of the above informa.. ...

REH,
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NON - CONTACT INFRA-
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EASY TO USE
UNIT SWITCHING
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NON - CONTACT INFRA-
RED THERMOMETER .

ey
femrivree.
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! ) Maeinsd
EASY TO USE

~ UNIT SWITCHING

Product parameters

Vottage vipply: dbeet surend (2 Wapin A lattasies |
Naasurng rangs 32°C - &x'C
Accarecy of messeTament. A0 2°C
Nassiring gitance 3 - Sem
Mansuring Bme 1 sncanid
Automaiic shuttown: afier 1 min
Ousl ailer Bachught Graen tiw M 0'C - 21 3'C
Aol fr AT A'C =~ 020'C
Transport A Storage lempuiature: -20°C - 88°C
Rotative humiaity. sBI%
D t6.0'C=¥C

Retulive hymidity «B5%

Sarvice lite: 1 yuas

Manufacturar ZThangys nuo'sn medicsl squipment co LTD
“Production address Bullding 3, 200w u. intslligent tarmingl Indus
trial Pack, Birhw Neow Distrjer.Gansnoy Disinct Zhargys City

n Boanas: Gyjs production loems N J0200007( Prow

s cntion genification, 20162200611
o1 20162200514

ather infarmutien

(29)

J0.5ETE OF
MEMORY DATA

©

Fagy 10 use \

@)

Acoute optiv
warming

©)

Infrated

F

S

KANGYOUME!

@

PAnsE L BUITIN TR

()

e AKYE OF
WIMORY DATR

How to use: \
Press the power button

10 turh ons---keep the
distance about 5-10¢em
from the target- —~press
the measurement
button-----Measure
ment completed when
you heara prompt tone
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Description & Packageing Model Factory Unit Material Quantity Size E.W.
Eiba RS A=K B M HE B R B
AeiReene el T01 NuoAn 1  ABS+PC 1 150*95*44mm  116g(without batt.)
Thermometer
A
Carton G.W. N.W. CBM Spec.
AR AL R T BAEEE iERELER FEAARAA (T3
615*352*250mm 8.3KG 5.8KG 0.0541 Lpc/bag

50pc/ctn
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