Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model

Classification:

Conformity Assessment Route:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Shanghai International Holding Corp. GmbH (Eurcpe)
Eiffestrafie 80

20537 Hamburg, Germany

NIBP accessories (used with Mindray Patient Monitor,
Defibrillator/Monitor,Anesthesia Machine and Ventilator
Accessories)

See attachment 1.

We herewith declare that the above mentm}{ed proéucts meet the provisions of

the Council Directive 93/42/EEC concer 1nk‘_“Mgd1cal Device, as amended by
2007/47/EC. All supporting documentatl_\
™

the manufacturer.

Standards Applied:

Place, Date of Issue:

Signature:

Shenzhen, 70’)) 2- 4’
7N

Name of Authorized Signatory: Mr. Tan Chuanbin

Position Held in Company:

Manager, Technical Regulation




Attachment 1

No. |P/N Product Description

1. 0010-30-12157 CM1201 resuable cuff, Inf, 10-19 cm, with connector
2. 0010-30-12158 CM1202 resuable cuff, Child, 18-26 cm, with connector
3. 0010-30-12159 CM1203 resuable cuff, Adu, 25-35 em, with connector

4, 0010-30-12160

CM1i204 resuable cuff, Large Adu, 33-47 om, with connector

5. 0310-30-12161 CM1205 resuable cuff, Thigh, 46-66 cm, with connector

6. 001B-30-70892 CM1500A Single-pafient use cuff, Neo, 3.1-5.7 cm, %D pesihox
7. 001B-30-70593 CM15008 Single-patient use cuff, Neo, 4.3-8.0 cméO pes/box
8. 004B-30-70694 CM1500C Single-patient use cuff, Neo, 5.8- 10‘ gom. 50 pcslbox
0. 001B-30-70695 CM1500D Single-patient use cuff, Neb\:\:m:-;‘! 3.~1 cm, 20 pcslbox

10. 001B-30-70696

\/

CM1500E Single-patient usﬁ“&uff Neo, 8-15 cm, 20 pesibox

3y

I1. 001B8-30-70697

Ci1501 Smgle-pahent use\c\uff 1nf 10 19 cm 10 pes/box

12. 001B-30-70698

CM1502 Sm”éf&pahenhfse cuff Chlld 18-26 cm, 10 pesibox

13 001B-30-70699

CM1503 Si{le-péﬁént usé"cuff Adu, 25-35 cm, 10 pes/box

14. 001B-30-70700

JVCMI&O4 Smgle-patient use cuff, Large Adu, 33-47 cm, 10 pcs/box

15. 001B-30-70701

\CM1\505 Sinle-patient use cuff, Thigh, 46-66 om, 10 pes/box

16. | 040-000688-00.

NIBP Cuf‘f Tubing Adapter {Adult tubing to Neonate cuff)

NP,
ST

17. | 509B-30-0259

NIBP tubing, Adu/Ped/Inf, 3 m

18. 509B8-30-06260

NIBP tubing, Neo, 3 m

19. 6200-30-05688

NIBP Tubing, Adu/Ped/Inf, with connectors {3m)

20. 6200-30-11560

NIBP Tubing, Neo, with connectors (3m)

21. 0651-30-77024

Tubing + Adu cuff (24-35 cm)

22. 0851-30-77025 Tubing + Ped cuif {18-26 cm)
23, 0651-30-77026 Tubing + Neo disposable cuff {5.8-10.9 cm)
24. 115-003557-00 Tubing +Adu cuff {24-35 cm)
25. 115-003558-00 Tubing + Ped cuff (18-26 cm)
26. 115-003559-00 Tubing + Neo disposable cuff (5.8-10.8 cm)




27. 115-003594-00 Neo tubing + 1 pcs CM1500C cuff (5.8-10.8 cm)
28, 115-009340-00 NIBP Adu Starter Kit (Hose, Reusable Cuif 25-35 cm)
29. 115-008341-00 NIBP Ped Starter Kit (Hose, Reusable Cuff 18-26 cm)
30. 115-009342-00 NIBP Neo Starter Kit (Hose, Disposable Cuff 7 fo 10 em,  Box of 10)
31. 0683-04-0003 NIBP Hose, 5'{1.5 m), Quick Connect to Quick Connect
32. 0683-04-0004 NIBP Hose, 10' (3.5 m), Quick Cannect to Quick Connect
33. Reusable NIBP cuffs starter kit, 6 cuffs, (child, small adult, adult, large adult, thigh,
0020-00-0184-01
quick connect
34, 0683-15-0001-01 Reusable NIBP cuff, Child, 10 to 18cm, quick connegt
35. 0683-15-0002-01 Reusable NIBP cuff, Small Adult, 18 1o 26cm,’ guiéi\é?nnect
36. | 0683-15-0003-01 Reusable NIBP cuff, Adult, 25 to 35 cm, qu:ckcc;ne&\
37. 0683-15-0004-01 Reusable NIBP cuff, Large Adult, 33\tq4?c&,qgjfk connézgl
38. 0683-15-0005-01 Reusable NIBP cuff, Th|th.46\to 66cm,\%§§:k co%f;éct
39, 0683-15-0007-01 Reusable NIBPEg]‘j_,& Adu[t\fgng\:ﬁ“fSto ;3623 cm, quick connect
40, 0683-15-0006-01 Reusab[?leéii‘;\‘:Euﬁ. La}g;{Adlj\[tiong 35.5 to 46 cm, quick connect
41. 0683-14-0001-01 Dlsposatﬁ\lﬂ\\lB\ﬁ”&gj\(anfﬁ 18 to 19¢cm, quick connect, box of 10
42. | 0683-14-0002-01 "'Bﬁb"%éﬁléfﬁii?ﬁbufffgk‘Smau Adult, 18 1o 26¢m, quick connect, box of 10
43, 0683-14-0003-01 Bﬁp{)\saﬁle NIBP cuff, Adult, 25 to 35 cm, quick connect, box of 10
44. 0683-14-0‘9%}?91 _ :\i:_)i_?po;’s;ble NIBP cuff, Large Adult, 33 to 47cm, quick connect, box of 10
45, 0683-14-0005-\51‘:-.;“ ].:)isposable NIBP cuff, Thigh, 46 to 68cm, quick connect, box of 10
46. 0683-14-0007-01 Disposable NIBP cuff, Adult Leng, 27.5 to 36.5 cm, quick connect
47. 0683-14-0006-01 Disposable NIBP cuff, Large Adult Long, 35.5 to 46 ¢m, quick connect, box of 10
438. 0683-23-001 Neonatal Size 1: limb circumference 3 to 6 ¢m, Box of 10
49, 0683-23-0002 Neonatal Size 2: limb circumference 5 to 8 cm, Box of 10
50. 0683-23-0003 Necnatal  Size 3: limb circumference: 7 to i0em, Box of 10
51. 0683-23-0004 Neonatal Size 4: limb circumference 910 13 ¢m, Box of 10
52, 0683-23-0005 Neonatal Size 5: limb circumference 12 to 17 cm, Box of 10
53. 040-000968-00 CM1300 Bladderless NIBP Cuff, small infant, reusable, 7-13 cm, with connector
54, 040-000973-00 CM1301 Bladderless NIBP Cuff, infant, reusable, 10-19 cm, with connector




55. 040-000978-00 CM1302 Bladderless NIBP Cuff, pediatric, reusable, 18-25 cm, with connector
56. 040-000983-00 CM1303 Bladderless NIBP Cuff, adult, reusable, 25-35 cm, with connector
57. 040-000988-00 CM1304 Bladderless NIBP Cuff, large adult, reusable, 33-47 cm, with connector
58. 040-000993-00 CM1305 Bladderless NIBP Cuff, adult thigh, reusable, 46-66cm, with connector
59, 001B-30-70681 CM1500E Single-Patient use cuff, Neo,8-15 ¢m,with connector, 1pc

60. 115-012522-00 NIBP Hose, inbuilt connector(3m)

61. 115-002480-00 NIBF Cuff, Small Infant,reusable,7-13 cm, with connector

62. 001B-30-70682 CM1501 Single-patient use cuff, Inf, 10-18 cm, 1pc

63. 0018-30-70683 CM1502 Single-patient use cuff, Child, 18-26 cm, 1pﬁ

64. | 001B-30-70684 CM1503 Single-patient use cuf, Adu, 26-35 o, 1p3’

65. | 001B-30-70685 CM1504 Single-patient use cuff, Large AdG':~§3-47"cni§1\ 3

66. | 001B-30-70686

67. 115-015805-00

68. 115-015806-00 Demo NIBP cuffs ggﬁﬁgge\{blaﬂerfess smgle patient use)

69. 001B-30-70681 CM1500E S1\gle Pail;e\nt t\j\se cuff Neo 8-5 cm,with connector, 1pc

70. 115-012522-00 NIBP Hose Inb\t coqnector(3m)

71. 115-002480-00 ' w!:‘IlBE\E:uff SmaH Infant reusable,7-13 cm, with connector

72. 001B-30-70882 \ l‘ CWSEN\ Siigle-patient use cuff, Inf, 10-19 cm, 1pc

73. 001830706§3 i \CM1502 Single-patient use cuff, Child, 18-26 cm, 1pc

74. 0018-30-70684:\\\\:;\ EM1503 Single-patient use cuff, Adu, 25-35 cm, 1pc

75. 001B-30-70685 CM1504 Single-patient use cuff, Large Adu, 33-47 em, 1pc

76. 001B-30-70685 CM1505 Single-patient use cuff, Thigh, 46-66 ¢cm, 1pc




