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Product Service

EC Certificate

Production Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, 1Ib or )

No. G2 084846 0006 Rev, 00

Manufacturer: Shenzhen VCare Technology Co., Ltd.
201, No. 1, Building F
472-9 JingBi Road
BiLing Community, BiLing Street
Pingshan District
518118 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Product Infrared Thermometers
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class Iib and Ill devices an additional Annex lll certificate is mandatory. See also notes
overieaf.

Report No.: GZ1910301
Valid from: 2019-12-03
Valid until: 2024-03-23

Date, 2019-12-03 c @

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH Is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 « 80339 Munich » Germany

Scanat cu CamScanner


https://v3.camscanner.com/user/download

59 o CEPTUGUKAT & CERTIFICADO & CERTIFICAT

3
"

B
R

X
I

3
R

ZERTIEIKAT & CERTIFICATE ¢

gy % w Y * anannt durch/Drsigratad hy
* W Zentraietelie der Lander 8
4 -L A for Gesundheltsschutz &
W = bel Argre mitteln und  §
% w Medizinprodukien !

® ﬂﬁ* Z1G-B5-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or |11)

No. G2 084846 0006 Rev. 00

Product Service

Fac“ity(ies): Shenzhen VCare Technology Co., Ltd.
201, No. 1, Building F, 472-9 JingBi Road, BiLing Community,
BiLing Street, Pingshan District, 518118 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH ¢ Certification Body + Ridlerstrale 65 « 80339 Munich - Germany
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DECLARATION OF CONFORMITY

We, the manufacturer:
SHENZHEN VCARE TECHNOLOGY CO,,LTD

201, No.1, Building F, 472-9 JingBi Road, Biling Community, BiLing Street, Pingshan District,
518118 Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Herewith declares that:

Product description:  INFRARED THERMOMETER
Mode! Number: DT-8806C

are in compliance with the essential requirements and other relevant provisions of the following
directives and norms/standards:

93/42/EEC for Medical Devices, Annex V
{Devices in class lla, IIb or iii)

Year of issue (last 2 digits):14
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MODEL IDENTITY DECLARATION

We, the manufacturer:

SHENZHEN VCARE TECHNOLOGY CO, LTD

201, No.1, Building F, 472-9 JingBi Road, BiLing Community, Biling Street, Pingshan District,
518118 Shenzhen, PEOPLE’S REPUBLIC OF CHINA

hereby declare that following product:

Product description:  INFRARED THERMOMETER
Model Number: DT-8806C

Is technically identical with the following product imported from our company by EDC Poterek Sp.
Jawna company:

Product description:  INFRARED THERMOMETER
Model Number: ECT002
Trademark: ESPERANZA
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QUALIFIED CERTIFIC ATE
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Product Name: INFRARED THERMOMETER
7 i 44 FR AW N5 %N R
Item No. : DT-8806C
Rz 11 30 42 (ECT002)
Quantity.
1PC
e
ExecutiveStandard | g%%%%%q 1__1 1_ 5
PAT R IEC60601—1-11
|1SO80601-2-56
NMPANo.:
.e g] ‘\ Moy
B 577 52 v 2 B yE#E20172201827
Production License.: - W : -
étfﬂzlfl:ﬁ.ﬁﬁ ﬁ’ééﬁmﬁﬁif"‘ﬁZM 22229
Batch No.:
4t 2 2022A03
Date of Manufact -
o RN 10
A
Preservati d:
fi ﬂaﬁ&ﬁ@@@% (8) *° ﬁ}g
Inspector: s

BN RHOCRHIAT T

RN TP Ly X 2805 17 3E 4500 411X 4 45 i 472-95 F k15201
SHENZHENVCARETECHNOLOGY CO.,,LTD
201 No 1 of F Building 472-9 of JingBi Road BiLing Community
BiLing Street Pingshan District Shenzhen,China

aaaaaaaaaaaaaaaaaa


https://v3.camscanner.com/user/download

