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EU Essential Requirements Checklist

T FieNo. | RS
Rev. No. 0
ESSENTIAL REQUIREMENTS CHECKLIST Rev. Date | 2009.16.35
Page 10f 10
Essential Requirements '::A Standards Manufactures and Compliance Locations
|.GENERAL REQUIREMENTS B
1. The devices must be designed and manufactured in such a way that, when ENISO 14971
user under the conditions and for the purposes intended, they will not EN ISQ 14155-1 ;
compromise the clinical condition or the safety of patients, or the safety and EN I1SO 14534 :’gﬁﬁﬁ?’;ﬁgg’;%’;&‘gg@g E{C);)? 10-RM) am
health of user or, where applicable other persons pravided that any risks which | A | EN /SO 14729 - Quality manual and procedures Dept
may be associated with their use constitute acceptable risks when weighed EN SO 14730 |~ 3490V 7 rts(MSKTQ?- ASK.195) Pt
against the benefits to the patient and are compatible with a high level of health EN ISO 14971 P
and safety. | ENISQ 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 _ P 4
generally acknowledged state of the art. in selecting the most appreciate ENISO 14971 | - g;;g;f;:g;?gg; ggggﬁ;ﬁﬁggi‘gw
solutions, the manufacturer must apply the following principles in the ENISO 14155-1| CER)
following order
& z A " EN ISO 13485 | - Product standard(NEO-SQOL-004) QM
-ilénrv:;rt.ra:zt igrrl}re‘duce- risks as far as possible(inherently safe design and | A EN SO 14534 | - Qua!r‘t_y manual and procedures Dept.
-where appropriate take adequate protection measures inciuding alarms if Eﬁ gg ;:;gg i (h?sbg?ggof?ﬁvsp %‘:f’;’gs'fg 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 P
__measures adopted.
3. The devices must achieve the performances intended by the manufacturer ENISO 14971 | - Risk management repori(NVTC-210-RM)
- : EN ISQO 13485 | - Product standard(NEQ-SOL-004)
and be designed, manufactured and packaged in such a way that they are A | ENISO 14534 Labelin ; < QM
: ) 5 : ) - g and Packaging Instruction
suitable for one or more of the functions referred to in Article 1(a) as specified EN ISO 14729 (NEO-SOL-WS SERIES) Dept.
Dy the manulacturer. ) EN ISO 14730 | - Tost reports (MSK191~ MSK-195)
4. The characteristics and performance referred to in Selection 1, 2 and 3 EN ISO 14971 )
must not be adversely affected to such a degree that the clinical conditions EN 1SO 14155-1 I?}ﬁ,”;ﬁf@ﬁﬁf};’f{,’; ?&?ﬁﬁ?g@fé%@g
and safety of the patients and, where applicable, of other persons are 4 |EN ISO 13485 | - Product standard(NEO-SOL-004) Qm
compromised during the lifetime of the device as indicated by the EN ISO 14534 - Quality manusl and procedures Dept.
manufacturer, when the device is subjected to the stresses which musl be ENISO 14729 | o o oS (MSKfQﬁ‘» MSK-195)
___occur during normal conditions of use. EN1SO 14730 &
b www.mdeo.gov.hk 26




Sample of
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Declaration of
Conformity
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Appendix 3

=Name ol Manulacturer/Local Responsible Person=
< Address of Manufacturer/Local Responsible Person:=

<Date=

Medical Device Control Oflice.
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 System. We undertake to provide the necessary evidence to demonsirate the

compliance within two weeks upon request.

Yours faithfully
=Signature=

=MName and Title>

=Company Name>

27T
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