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Choose certainty.

Add value.
Date Page
18 December 2009 12

| hereby confirm that below listed devices are within the scope of certificate EC - G1 09 09 46135 023
issued by TUV-SUD Product Service GmbH.

UMDNS Conformity | Cleared EC
No. Product Model Name Class Rule | Assessment Certificate
CODE
Route No.
1 | Syringe 13217 | PION TCI Rulel11
Pumps
2 BM1/ GIMA BM1
3 BM3 / GIMA BM3
4 Patient BM3 Plus
Mi r']eitnors b 93/42/EEC G109 09
5 12636 | BM3 Wide Rule10 Annex.11.3 46135 023
6 BM3 Lite
7 BM5/BM5 CS/
BM5 CX / GIMA BM5
Patient Moni-
8 | toring Central BMCentral
System
If you have any questions, please feel free to contact us.
Head Office
Tel.: +82-(0)2-3215-1100
Fax: +82-(0)2-3215-1110 TUV SUD Korea Ltd.
Busan Branch Head Office

Business registration number in Korea:

116-81-68264 (Head Office)
606-85-19546 (Busan Branch)
Bank Account:

Korea exchange bank
180-22-00884-2

Tel.: +82-(0)51-310-5422
Fax: +82-(0)51-310-5421
www.tuv-sud.co.kr

Tov®

12F, “KLI63" Bldg., #60, Yoido-Dong,
Youngdeungpo-Gu,Seoul,150-763 Korea
Busan Branch

5F, LS Industrial Systems Bldg., 140-9,
Kamjeon-2Dong,Sasang-Gu

Busan, 617-052 Korea



Page 2 of 2

&

Korea
UMDNS Conformity | Cleared EC
No. Product Model Name Class Rule | Assessment Certificate
CODE
Route No.
CardioCare 2000 /
9 EKG-2000/
ECG Re- Cardio GIMA 12
corder 12387 CardioTouch 3000 /
10 EKG-3000/
Cardio GIMA 12M
11 CardioTouch 3000S /
ECG Re- EKG-3000S
corder, 13674 [CardioXP /
12 | Spirometers GIMA CardioXP 12
Channel ECG
13 | Spirometers 13674 | SPM-300 93/42/EEC G109 09
lla Rulel0
Pocket Dop- Annex.II.3 46135 023
14 11696 | BabyCare
plers
FC 700/
15 FETAL MONITOR
GIMA FC 700
Fetal Moni- FC 1400/
16 | tors FETAL MONITOR
12610 | GIMA FC 1400
17 FetalXP
Fetal Monitor-
18 |ing Central FC Central
System

If you have any questions, please feel free to contact us.

Yours faithfully,

&

Woo Sung Park / Lead Auditor

Medical-Health-Services/ TUV SUD Korea Ltd.




