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Sub : Confirmation of certified models

To whom it may concern

Hereby I, who is approved assessor by DNV GL PRESAFE AS would like to confirm that the following
models are included in the scope of certificate no: 9810-2017-CE-KOR-NA-PS Issued by DNV GL
PRESAFE (Notified Body No. 2460).

Certificate No.: Project No.: Valid until:
9810-2017-CE-KOR-NA-PS | PRJC-558666-2017-PRC-KOR 19 May 2022
Product: Type / Model

Ultrasound Imaging System

E-CUBE 5, E-CUBE 5 W, E-CUBE 7, E-CUBE 9, E-CUBE 11,
E-CUBE 12, E-CUBE 15, E-CUBE i7, E-CUBE inno, E-CUBE 8,
E-CUBE 8 LE, E-CUBE 8 Diamond,

minisono C1-6, minisono L3-12, X-CUBE 90, X-CUBE 70

Hand-held transducers

C1-6, C1-6i, C1-6T, C1-6CT, C5-8, C5-8N, C5-8NT, CW2.0,
Cw5.0, CW8.0, 103-12, 108-17, 108-17T, 107-18, L3-8, L3-8i, L3-
8H, L3-12, L3-12H, L3-12j, L3-12T, L3-12X, L3-12HWD, L3-15H,
L4-18H, L8-17, L8-17i, L8-17H, L8-17X, L10-25H, MP1-5X, MP3-8,
P1-5CT, SC1-6, SC1-6H, SC1-4H, SC1-4HS, SC1-4M, SC1-7H,
SC2-8H, SC2-9H, SC2-11H, SL3-19H, SL3-19X, SP1-5, SP1-5i,
SP1-5T, SP1-5X, SP3-8, SP3-8T, SP4-12, SPN1-5X, SVC1-6,
SVC1-6H, SVC1-8H, VC1-6, VC1-6T

Vaginal transducers

E3-10, E3-10H, EC2-11H, EC3-10, EC3-10H, EC3-10T, EC3-10H,
EC3-10X, EN3-10, EV2-11H, EV3-10, EV3-10T, EV3-10H, EV3-
10X, VES3-10H, VE3-10HN

Oesophageal ultrasound
imaging system transducer,
reusable

TEES3-7

If you have any comments, please do not hesitate to contact us.

Yours sincerely, best regards.

2021-04-29

KYUNGAM SHIM
Lead auditor
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