Declaration of Conformity c € 0123

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R, China
EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafe 80
20537 Hamburg, Germany

Product: SpO2 accessories (used with Mindray Patient Monitor,

Defibrillator/Monitor,Anesthesia  Machine and  Ventilator

Accessories)
Model See attachment 1 :
Classification: b N

Conformity Assessment Route: MDD Annex 11 excludmg (4) \ u
We herewith declare that the above mentioned products meet the provisions of
the Council Directive 93/42/EEC concermlg\gi Medlcal Dev1ce, as amended by
2007/47/EC. All supporting documentatu){ls a mretamed under the premises of

the manufacturer. N

Standards Applied:

List of (harmonized) standards for WhJCh documented evidence for compliance can be provided as

attachment. \\

Notified Body: ‘:TUV SUD Procluct Service GmbH
e RldlerstraBe 65
: \ ‘80339 Miinchen, Germany.
Notified Body No. : 0123
Place, Date of Issue: Shenzher, il % 2. 4‘

Signature: jﬁ;ﬁm\

Name of Authorized Signatory: Mr. Tan Chuanbin

Position Held in Company: Manager, Technical Regulation




Attachment 1

No. | P/N Product Description

L. 0010-10-12392 ES-3212-9 reusable sensor, Adu, Ear

2. 0010-10-12476 Dura-Y Multi-Site sensor, Adu/Ped/NeofInf

3. 0152-21-39686 SpO2 adapter cable (metal connector to plastic connector}

4, 0010-10-43237 Vet Sp02 Sensor, two clips (Ascend)

5. 0010-20-42594 Mindray SpO2 extension cable, 6 Pin, 2.5m

6. 0010-20-42710 Mindray Sp02 extension cable, 7 Pin

7. 0010-20-43075 Mindray SpO2 extension cable, DB9, 1.2 m

8. 512E-30-50390 512E reuszble sensor, Adu, Finger, with soft igve? A

9. 512F-30-28263 512F reusable sensor, Adu, Finger o

10. 512G-30-90807 512G reusable sensor, Ped, Finger, \\R.'th“oft‘cqyei

11. 512R-30-79061 512H reusable sensor,zf’ggd;fﬁi@gger H::;\ . o
S

12. 518B-30-72107 5188 reusable sensor, N eo,\F:,c{Jtu(Aﬁu“{Eed. finger or toe)

13. 520A-30-64101 520A Siqgleféz:a:t\h‘an! u;e\sé};§o;,\Adu, >30kg, 20 pesthox

14. 5201-30-64301 5201 STnE[e\gat&h]\sg §er;sor Inf, 3 to 20kg, 20 pcsfbox

15. 520N-30-64401 /SEON:Sm”gIep;hent uie sensor, Neo, <3kg, 20 pesibox

16. 520P-30-64201 ‘ \giQE\S@[e-ﬁaﬁeni use sensor, Ped, 10 to 50kg, 20 pesibox

17. 9101-1 058133 . \VeiS\pO2 sensor (Ktmed)

i8. 0651~30-77014\\ S MR cable + 512F Adu Finger

19. 0651-30-77015 MR cable +512H Ped Finger

20. 0651-30-77018 MR cable + 5188 Neo Foot

21. 115-003548-00 MR cable +512H Ped Finger

22, 115-003549-00 MR cable + 518B Neo Foot

23. 115-003550-00 MR cable + 512F Adu Finger

24, 115-003582-00 MR Cable + Vet Sensor

25, 040-001274-00 Mindray SpO2 extension cable, 8 Pin(40degree, 1.2m)

26. 040-000407-00 518C reusable sensor, with foam wrap reptacement, Neo, Foot, 1.1m

27. 115-004895-00 518C Sp02 Sensor Wrap(12PCS/bag)




- —
28. 115-012807-00 512F integrative reusable SpO2 sensor, Adult, Finger

29, 520A-21-64100 5204 Single patient use sensor, Adu, >30kg, 1pc

30. 520P-21-64200 520P Single patient use sensor, Ped, 10 to 50kg, 1pc

31. 5201-21-64300 5201 Single patient use sensor, Inf, 3 to 20kg, 1pc

32. 520N-21-64400 520N Single patient use sensor, Neo, <3kg, 1pc

33. 040-001274-00 Mindray Sp02 extension cable, 6 Pin{40degres, 1.2m)

34, 040-000407-00 518C reusable sensor, with foam wrap replacement, Neo, Foot, 1.1m
35. 115-004895-00 518C Sp02 Sensor Wrap(12PCS/bag)

36. 115-012807-00 512F integrative reusable Sp02 sensor, Adult, Fingei

37. 520A-21-64100 5204 Single patient use sensor, Adu, >30kg, 1@ pe \\

38. | 520P-21-64200 520P Single patien use sensor, Ped; 10to 50KG. 1pc\i\w

39. 5201-21-64300 5201 Single patient use sensor, Inf, C?Igﬁ()kgj«z _p\c;n

40. | 520N:21-64400 -

e Nl
520N Single patient us%eﬁ'squaNeo. <3kg, Tpc

T




