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FH8 2
FORM 2

F & (R EECIERD) (F3105)
ORIGINAL BUSINESS REGISTRATION ORDINANCE [Chapter 310)
BUSINESS éE%I%I’?A%’EI‘gI%{%gGULATIONS

ARXXAXX HE SRR E AL E

DOBLCADE Business/BiiK¢tiXRegistration Certificate
AR

|
35 E B R AT EF[ Zﬁﬁﬁﬁi}ﬁj

Name of Business/

ABC LIMITED
SRS T R M M A A A A M A A R A 363 3K K KK KKK
Business/ LRP MEDICAL SUPPLIES LIMITED

263636 36 K XXX KX
Branch Name

o hk UNIT Al0 6/F WONG'S BUILDING
Address 33 HUNG TO ROAD KWUN TONG
TN v e wLnv s e wwin M

Nature of Business

B PULT LURN UNAILL

Status ;

EgEil Ve 1 HRoTh Rt

Date of Commencement Date of Expiry Certificate No. Fee and Levy

&/8/2008 7i8/2009 123436 -000-08-07-2 $2,600
(Tal® FEE = $2,000)
(E#® LEVY = ¢ 600D

HEET ((ﬁ%ﬁ;ﬂﬁm» HHE (SEE OVERLEAF FOR ENGLISH VERSION)

H16(6) 1 4 £

HET(2) 1

g8

F121%

F15(1) 1 *

21 10% i

Bk R R A CEATETBIN - iR - ASEanE s @ -
PLEASE PRODU THIS ERTIFICATE AND DEMAND NOTE INTACT AT TlME OF F’A ENT. THIS DEMAND NOTE
WILL ONLY BECOME A VALID BUSINESS REGISTRATION CERTIFICATE UPON PAYMENT.

B tEz o (BB i %
HECEIVED FEE AND LEVY HERE STATED IN PHINTED FIGURES (Please see payment instructions overleaf.)

LRIDBOSE 0Dy 07 56827153 494898 CHQ
I.R.D.B. 101 (1/2007)
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EC Marketing Approval

CE Certificates

EC Design — Examination Certificate MDD, Annex Il, section 4
AIMD, Annex 2, section 4
EC Type Examination Certificate MDD, Annex Il
AIMD, Annex 3
Full Quality Assurance System Approval | MDD, Annex Il, Section 3
Certificate AIMD, Annex 2, section 3
EC Verification Certificate MDD, Annex IV
AIMD, Annex 4
Production Quality Assurance System MDD, Annex V
Approval Certificate AIMD, Annex 5
Product Quality Assurance System Approval | MDD, Annex VI
Certificate
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Mlerkes

Brand Name and Model:

Medical Device Control Office
Department of Health

Medical Device Administrative Control System
Essential Principles Conformity Checllist

f&es (D1)

Clause

Essemtial Primciple

Applicable

MMethod of Conformity

Talemuity wi Specific

Docwments

CGeneral Requirements

Medical devices should be desimed snd manufactured mm such a way that,
when usad under the conditions and for the purposes intended and where
applicable, by virtue of the technical kmowledee, expenience, education or
raming of mtended wsers. they will not compromse the chmeal condition or
the safety of patients, or the safery and health of users or, where applicable.
olbes pessous, provided Bt any msks which wey be associated with fen wse
constitute acecptable nsks when weighed against the benefits to the potient and
are compatible with a high lewel of protection of health and safety.

1ISO13485: 2003--Medical
devices -- Quality
management systems --
Requirements for regulatory
purposes

Document No.
DMF1234

The solutions adopred by the mamifacnmer fior the desizn and mamucoure of
the devices should conform to safety ponciples, taking account of the generally
ackmowledged ctate of the art. When mdk reduction it required the
mamifactirer showld control the nsks so that the residual rsks associated wath
each hazard 15 judged acceptable. The mamifacturer should apply the following
principles in the promty order listed:
* identify kmown or foreseeable harards snd estimate the associated
misks ansing from the intended use and foresesable misuse,
* eliminate ricks as far as reasonably practicsble through inherently
safe design and mamuifacfure
* reduce ms fir az i£ reasomably practicable the remmining nsks by
takanz adequate protection measures, mcluding alarmes,
* inform wsers of any residual nsks.

1ISO14971:2007--Medical
devices -- Application of risk
management to medical
devices

Devices should achieve the performance imtended by the manufacnrer and be
desizoed. wennlclued aod packaged mosuch a way at ey ace swilable G
ome of more of the fimcthions within the scope of the defimtion of a medical
dovice.

The characteristics and performances referred 1o in Clanses 1. 2 and 3 should

Form MD-CCL. (Jul 2011 Edition)
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Sample of

Essential Principles
Declaration of
Conformity
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Appendix 3

<MName of Manufacturer/Local Responsible Person>
<Address of Manufacturer/T.ocal Responsible Person>

<Drate>

Medical Device Control Office,
Department of Health,

Room 3101, 31/F.. Hopewell Centre.
183 Queen’s Road East,

Wan Chai,

Hong Kong

Dear Sirs
Product: <Make> and <Model(s)>

<Product Description=>

Manufactured by <Manufacturer>

=< Address of Manufacturer=

We declare that the captioned product fully complies with all the relevant clauses stipulated under the
Essential Principles of Safety and Performance of Medical Devices as required under the Medical Device
Administrative Control Svstem. We undertake to provide the necessarv evidence to demonstrate the

compliance within two weeks upon request.
Yours faithfully
<Signature >

<MName and Title>

<Company Name>
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B2 (2 BRAS S\ 2 (Medical Device Control Office
(MDCO))
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fHE : 3157 1286
B# : mdco@dh.gov.hk
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