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Manufacturer:

Product Name:
Model:

Test Requested:

Classification

of medical device:
TCF Reference:
Date of Issue:
Date of expiry:

Address of Applicant:

f;ﬁadicatDevioes-Class—
~ TMSD25112578746 _

- December 04 2030

CMSD25112578746
Verification

EXRPhI= 4
of Conformity with European Directives

G s
Sl 1andor lg Sall 'a”g N'edlca' EQUIpIIIeIIR CO., Ltd.

No. 3 Lingnan Industrial Park, Lingcheng Town, Qufy City, Jining City,
Shandong Province, China

Shandong SanYang Medical Equipment Co., Ltd.

No. 3 Lingnan Industrial Park, Lingcheng Town, Qufu City, Jining City,
Shandong Province, China

Shadowless Lamp

SY-3011, SY-3021 » SY-LEDHBSY, SY-BK500Y, SY-LEDHBS6Y, SY-LEDKS5Y,
SY-LSK5Y, SY-YDLED, SY-LED300Y, SY-LED200Y, SY-LED30Y,
SY-LED700D, SY-LED500D, SY-LED700/500, SY-LEDHBSD,
SY-LEDHB5/3, SY-LEDHBS5/5, SY-BK500D, SY-BK700/500, SY-BK700D,
SY-LEDHB6/6, SY-LEDHB6D, SY-LEDK5D, SY-LSK5D, SY-LED300D,

: SY-LEDZOO.-SY—LED30D,'SY-BGLED. SY-LEDHBS5B, SY-BK5008,
SY-LEDHBGB, SY-LEDKS5B, SY-LSK5B, SY-LED300B, SY-LED30B,
SY-LED200B, SY-D7, SY-Dg ’ -

Medical Device Regulation(EU) 201 7/745(MDR)

EN ISO 20417:2021, EN 1SO 10993-1 :2020,
2009+A11:2025, EN ISO 10993-10:2023,
. EN ISO 14971:2019+A11:2021,

21, EN 60601-1-2:2015+A1:2021,

EN ISO 15223-1:2021
EN 60601-1:2006+A2
EN IEC 60601-2-41:

- December 05t 2025

The submitted sampie of the above product has been tested for CE marking according to the
following European Directive(s):

Medical Device Regulation(EU) 2017/745(MDR)
Conclusion
The referred test repori(s) show that the product complies with standard(s) recognized as giving
presumption of compliance with the essential requirements.
The CE marking as shown below can be affixed on the product after preparation of necessary
technical documentation. - . ‘
Approved by: Hermann Weiher

s,

Global Testing Services Co.. 1.td
E-mail:info@gts-lab.com http:/www.gts-lab.com

For and on behalf of
Global Testing Services Co., Ltd
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er: Specification and model: SY-LED500D
perature rise of the surgeon's head is <1¢C
perature rise in the surgical field working area <2
perating radius = 2200mm

Working radius: 600-1800mm

Power supply voltage: 220V + 22y S50HZ + 1HZ
Input power: AC 110-240V, 50/60Hz

The average lifespan of the bulb is 260,000 hours
Bulb power: 1W/3V

Optimal installation height: 2800-3000mm

Specification and model: SY-LEDHBS5/3
liumination (LEDS) 40000-16000 Lux
lumination (LED3) 30000-120000 Lux e
Color temperature: 3700K-5000K (adjustabley
Color rendering index 85-98 (adjustable) e
Light spot diameter: 160mm-280mm (adjustable)
Focusing depth = 1200mm =
Brightness adjustment: 1% -100%
The temperature rise on the surgeon's head is le
The service life of LED is 280,000 hours .
Power Supply: AC100-240V 50/60Hz

than 1T

Specification and model: SY-LED700/500

llumination (LUX at a distance of 1 meter) 160000 120000

Color temperature: 4300 + 500
Spot diameter: 100-300mm
llumination depth = 1200mm
Brightness adjustment 1-100

Color rendering index CRI=97%
Color reproduction index RA =97%

Approved by: Hermann Weiher :
Global Testing Services Co . d

E-mail.info/aigrs-Iab com hitp /Avww gts-lab.com
Floor 2nd, Building -1 xg 128. Shenfu Road. Minhang District, Shanghai, China.

For and on behalf of
Global Testing Services Co., Ltd
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