D DEKRA

QMS ES4RAEERE
Confirmation Letter for QMS Audit

EXR: Unitron Group B.V.
Facility audited Schansestraat 7
4515RN IJzendijke
The Netherlands
BHES ¥5 20-0410

Registration Number

#FER: October 2 - 4,2019

Audit date

AR Delta assessment QMS J-PALrequirements Versus ENISO “
Audit scope Design, development, manufactire; distibuti Wi

mechatronic devices; including electro
area of anaesthesiology, cardio

clinics
FEHREE: 2232095-AR17-R0
Audit report No.
SAEHER: A& /Passed
Audit result

i, TR 16 FEAFHBEHE 169 BICE S QUS BAMRED =S H AT EICE > GRES
1= PAL Auditor [CRAFRERRELE 2L/ LERABIZRYT SBEE ARV UE UL, ARERE I B
TIXAEMMEEALEE A, SRR S B2 L SIRKIZALN,

DEKRA Certification Japan hereby confirms that the facility \as/audited by aur/qualified/J-PAL Auditor(s) in
accordance with the MHLW Ordinance No/169 (2004) and other relevant regulations/and the audit report
was reviewed by our accredited and registered J-PAL Auditor. This letter shall be’ attached to the audit report.
Refer to the audit report for details.

F178: April 10,2020
Date of issue

34°)L-F0JLA (Miguel Delorme) “\\m i
DEKRA H—F4 24— S SUbkat it REIE NUBARY
Representative Director, DEKRA Certification Japan K.K. *Y

DEKRA H—T 4747 —2ay - Dx Uk A R, FHEIA (BB 35 FEEHE 145 5)5 23 KD 6 5 1 HOMREIS
FYEHFESE ACO SLELTERFSN-FRIMEEATT .

DEKRA Certification Japan K.K is a certification body registered as No.AO by the Ministry of Health, Labour and
Welfare in accordance with the Japanese Pharmaceutical Act (1960 Act No.145) Article 23-6 Clause 1.





