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CAB SYSTEM LTD

CERTIFICATE

ISO 13485 Certificate

( KT‘ f;." A2 ) Quality Management System

according to

DIN EM 1SO 9001:2000 , JIS O 9001:2000

EN ISO 13485:2003
ISO 13485:2003

CAB System Ltd, hereby certificates that

Manulacturer: B MEDICAT LTD
1324N. Derby Hoad,
Arlington VA, USA

has established and maintains a quality management system. Conformance with

the requirements of the standards has been audited.
The organization is subject to a yearly surveillance audit.

|Regintratlon No.: 12345678910 | Report No.: 1234567
23.10.2009 l Scope: refer to Attachment

Certification Body

IData of expiry:
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b TheA R
Name of Business/
Corporation

R LT
Business/
Branch Name

Ak
Address

L

Nature of Business

i i

Status

R 9

Date of Commencement

8/8/2008

75 6(6) 7

A 2) e
T8

w24
A 1s(1) e
ma e

. HEE
ranarivent of Health

Fif 2
FORM 2
AFRSUE IR (3310 B)
BUSINESS REGISTRATION ORDINANCE (Chapter 310)
(MM BEEHMD
BUSINESS REGISTRATION REGULATIONS

5] 4
Business/BraWtiXRegistration Certificate

LR R T T
2 PR ]
ABC LIMITED

36363626 26 36 36 36 36 36 3 I I I 26 36 I 36 36 3 6 36 26 I 36 2 36 3 6 3636 36 3 2 2 X 3 2 K X
9636 36 26 36 36 36 3 36 36 3 I I I I I I 36 36 3 6 36 3 I 36 3 I3 336 36 36 3 2 2 2 2 K

Room A, 18/F, ABC Building, ABC Road,
Hong Kong

CONSULTANCY SERVICES COMPANY

BODY CORPORATE

It 110 2 0T I R e

Date of Expiry Certificate No Fea and Levy

71812009 123456 -000-08-07-2 $2,600
(' FEE = $2,000)
(i#t# LEVY = §  600)

WEBTS (MRDICHH) HWT (SEE OVERLEAF FOR ENGLISH VARG
FF o] 4 9% 5 L P :
i 64 1 e e

EH o FEGTICER ¢ AU A R 2 R i
DEMAND NOTE INTACT AT TIME OF PAY

T. THIS DEMAND NOTE

WILL ONLY BECOME A VALID EUSINESS REGISTRATION CERTIFICATE UPON PAYMENT.

MR ETT e 0 L W 7 SRR

f

(il

RECEI\JED FEE AND LEVY HERE STATED N PRINTEU FIGURES. (Please see payment instructions overleaf.)

LRIDBOEERDIOYE oy (7

L.R.D.B. 101 {1/2007)
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Devices including IVD Medical Devices.
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VI. Essential Requirements/Essential Principles Checklist
Product Name: | Product List Number(s) (or product unique identifier): I
Check one: Performance Evaluation Market Release X On-market (Retrospective)
Essential Requirement Essential Principle Relevant Standards/Procedures Objective Evidence
(from EU Directive 98/79/EC) (from GHTE/SG1/N68-2012)
*Indicates requirement for performance (Equivalent EP for
evaluation [Australia: Therapeutic Goods (Medical
Devices) Regulations, Statutory Rules 2002
No. 236 as amended, Schedule 1]

[Malaysia: MDA/GD/IVD-2])

General Requirements Essential Principles applicabie to all Medical

*A1 The devices must be designed and
manufactured in such a way that, when
used under the conditions and for the
purposes mtended, they will not
compromise, directly or indirectly, the
clinical condition or the safety of the
patients, the safety or health of users or,
where applicable, other persons, or the
safety of property. Any risks which may
be associated with their use must be
acceptable when weighed against the
benefits to the patient and be compatible
with a high level of protection of health
and safety.

Al fAustralia EP 1J{Malaysia EP 5.1.1]

Medical devices should be designed and
manufactured in such a way that, when used
under the conditions and for the purposes
mtended and, where applicable, by virtue of
the technical knowledge, experience, education
or training, and the medical and physical
conditions of intended users, they will perform
as mnfended by the manufacturer and not
compronuse the clinical condition or the safety
of patients, or the safety and health of users or,
where applicable, other persons, provided that
any risks which may be associated with their
use constitute acceptable risks when weighed
against the benefits to the patient and are
compatible with a lugh level of protection of
health and safety.

ENISO 9001
ENISO 13485

ENISO 14971

Q01.04 ADD Risk Management
Process

ADD-MR-013 Risk Management

ADD-MR-014 Post-Market Risk
Evaluation

Quality System Cerfificates
stored in the Technical Library.

Risk Management File stored in
.

Risk Evaluation Files stored in
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B fY 025 973 % R B (In Vitro Diagnostic Medical Device)

L E
. g Y
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W E

Australia Therapeutic Goods Administration (TGA) Device Registration Licence
Health Canada (HC) Device Registration Licence

Japan Ministry of Health, Labour and Welfare (MHLW)
e Pre-market Certification (Ninsho) from a Japanese Registered Certification Body
* Pre-market Approval (Shonin) from MHLW

* 510K clearance
* Premarket Approval (PMA)

* Directive 98/79/EEC (IVDD)
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Marketing Approval (by EU N ot o

Directive 98/79/EEC
(IVDD)

Full Quality Assurance System Approval Certificate Annex IV

EC Design Examination Certificate Annex IV, Section 4
Batch Verification Certificate (List A product only) Annex |V, Section 6
EC Type Examination Certificate Annex V

EC Verification Certificate Annex VI

Production Quality Assurance System Approval Annex VI

Certificate
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