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FEZEPEHIR | DIZEIES | A physiologic monitoring system intended

S for monitoring, recording and alarming of
multiple physiological parameters
depending on which modules are equipped.
It is indicated for use in acute care settings
in health care facilities by health care
professionals whenever there is a need for
C005 monitoring physiological parameters of
adult, paediatric or neonatal patients.
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& ABC Medical PMS-123
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#HAED 59) CADocuments and Settingsrn_mdca AN EAEC Medical PMS-123

EREERETE 2B — ] A1 - Menufesturer infonmetion — | A2 - Menufactarer QMS
& TR
@ SR R A B RS . o
£ #REEEHRE ’ El - LRF BR [ EZ - LEP Design Letter
HipEE AR | B3-LRPQMS L"J B4 - LRP SOF
@ 4E
i .- -
o) A 'm C1 - Device Information I C2 - Device History
9 HE
SE . —
. C3 - Device Labelling L»J C4 - Batch Releass
C5 - CAB Certificate o iCH - Device standand
C7 - Clinical Evaluation — ] Bi: MMarketing Approvals
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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)

AO0D
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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

MDCO (All rights reserved) :
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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)

MDCO (All rights reserved)

9 www.mdco.gov.hk Rev. 2016-04-01

Page ] gf 9

s N




- BB

o AR HIAN

2 13

o

N

==X

LR 20044

LH

R HER 0 Al T e EARRARXEEE
(FH&EMD-CCL 57) [ A JHIEXR

9 www.mdco.gov.hk

MDCO (All rights reserved)
Rev. 2016-04-01

79



f&es (D1)

Fiie No. | I |
Rev. No. 0
ESSENTIAL REQUIREMENTS CHECKLIST Rev Date | 2009.10.20
Page ' 10f 10
Essential Requirements hﬁ-A Standards Manufactures and Compliance Locations
LGENERAL REQUIREMENTS ]
1. The devices must be designed and manufactured in such a way that, when EN ISO 14971
user under the conditions and for the purposes intended, they wil not EN ISO 14155-1 ; Py
compromise the clinical condition or the safety of patients, or the safety and EN 1SO 14534 : Rp:skrg?g?géz fgg&?g ggﬁ ;‘;g 510 RM) am
health of user or, where applicable other persons provided that any risks which | A | ENISO 14729 | Quality manual and procedures Dept
may be associated with their use constitute acceptable risks when weighed ENISO 14730 |~ oo o MK o1~ MSK.185) P
against the benefits to the patient and are compatible with a high level of health EN ISO 14971 L
and safety. EN ISO 13485
2. The solutions adopted by the manufacturer for the design and construction
of the devices must conform to safety principles, taking account of the ; g
generally acknowledged state of the art. in selecting the most appreciate EN ISO 14971 :g;f}ﬁc’:fgﬁgzggg; ‘;ggogr‘;ﬂfvggé%gw
solutions, the manufacturer must apply the following principles in the ENISO 14155-1] CER) P
following order ) 4
= : e i EN ISO 13485 | - Product standard(NEQ-SOL-004) QM
-ecl:jr:::am{zt ig; )reduce risks as far as possible(inherently safe design and | A EN SO 14534 | - Quality e el o o‘p_roce dures Dept.
-where appropriate take adequate protection measures including alarms if Eﬁ :gg ;j;gg ; {fﬁg{:g%i?ﬁga“sﬁ?ggg Instruction
necessary, in relation to risks that must not be eliminated. - Test reports (MSK191~ MSK-195)
-inform users of the residual risks due to any shortcomings of the protection
measures adopted.
3. The devices must achieve the performances intended by the manufacturer Eﬁ :gg ;;%; :g:;’; E?‘;?g:{g:’&rz@g{gﬁggjwﬂw
and be designed, manufactured and packaged in such a way that they are 3 : i QM
suitable for on more of the functions referred to in Article 1(a) as specified A | ENISO 14534 | - Labeling and Packsging Instruction Dept.
et el 5 ENISO 14729 | (NEO-SOL-WS SERIES) P
by the manulasiiee: EN ISO 14730 | - Test reports (MSK191~ MSK-195)
4. The characteristics and performance referred to in Selection 1,2 and 3 EN ISO 14971 R S L
must not be adversely affected to such a degree that the clinical conditions EN 15O 14155-1 - Risk managemant %';‘imﬁgczf byt
and safety of the patients and, where applicable, of other persons are |, ENISO 13485 | o 0 ot standard(NEO-SOL-004) Qv
compromised during the lifetime of the device as indicated by the ENISO 145324 | Quality manual and procedures Dept.
manufacturer, when the device is subjected to the stresses which must be ENISO 14728 | _ Tesrrg il (MSK‘IQF;- MSK-195)
_oceur during normal conditions of use. EN SO 14730 P ]

. . =

R R o S S S DR iE)
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Sample of

Essential Principles
Declaration of
Conformity

" EARFAIFEEH
EFZIN

(GN-02 fffx 3)

g www.mdco.gov.hk

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>

MDCO (All rights reserved) :
Rev. 2016-04-01 81 l l
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BS R (2 SRS I M/ 28 (Medical Device Control Office
(MDCOQO))

MR ¢ BEE R e 83 3
3101 ==
REIAR I EE 1458 K i [ = FE61E604 E

\

BEsh - 3107 8484
{HHE - 3157 1286

BEf : mdco@dh.gov.hk
A8hk © www.mdco.eov.hk
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