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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
NA and other rules applied by literature or reason for no applicability) fulfilled
(MDD) fact Ok / Fail
. manufacturer , ST AR £ ) ai
WEFEKRES (MDD) W — s . - N SRRSO (AR, R, XREAE oy
‘ STAN AR
l. General Requirements
B AHEKR
1. The devices must be designed and manufactured in such A ISO 14971 2012 ISO 13485 Certificate OK
a way that, when used under the conditions and for the
. . . - ISO 13485: 2012 DHF, DMR
purposes intended, they will not compromise the clinical
condition or the safety of patients, or the safety and ISO/TR 14969 Technical file
health of users or, where applicable, other persons, ISO 14155 Safety and EMC Test Report:
provided that any risks which may be associated with _ .
their intended use constitute acceptable risks when IEC 60601-1: 2005/A1: 2012 15091712 001
weighed against the benefits to the patient and are IEC 60601-1-2:2007 15084504 001
compatible with a high level of protection of health and IEC 60601-2-37: 2007 15084322 001
safety. '
BRI A BT BARIE: He BT i 0 A 15084504 002
H, SWASTIEIRRZ BB 224, BufiEE B
b N SR 22 A A G BV Sl PR S A S R AR iy
W, HzgmBdmk b, ISR e m R R
JEM—80 W2
This shall include the following
R
* reducing, as far as possible, the risk of use error due A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- oK
to the ergonomic features of the device and the - -
. g . . L IEC 62366:2007+A1:2014 TSUGA, RAC-TSUGA, SFA-TSUGA
environment in which the device is intended to be UEF including SDDS-TSUGA-001, VAP-
used (design for patient safety), and TSUGA-005. VER-TSUGA-043 ’
JRUA] b AR H T A ) AR T 2 R ALE R b T 1
HIFREE CRBFE 2R BT I) BAS R ™ A 1 KU
* consideration of the technical knowledge, experience, A IEC 62366:2007+A1:2014 UEF including SDDS-TSUGA-001, VAP- OK
education and training and where applicable the TSUGA-005, VER-TSUGA-043
medical and physical conditions of intended users
(design for lay, professional, disabled or other users).
FEEARIIN, &%, BEME, PHS OvEg
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
\ &R manufacturer iﬁ"fﬁbﬁ#(iﬂﬂﬁﬁﬁi HR, CRBEAE Ok / Fail
BETFRMIES (MDD) HF— W : . . N & , PO
SN G
WAL AR RN BB 1 E 7 AT B A4
FAE.
2. The solutions adopted by the manufacturer for the design A 1SO 14971:2012 ISO 13485 Certificate OK
and construction of the devices must conform to safety ) )
o . ISO 13485:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR-
principles, taking account of the generally acknowledged TSUGA. RAC-TSUGA. SFA-TSUGA
state of the art. ISO/TR 14969 . ' . ,
In selecting the most appropriate solutions, the ISO 10993-1:2009/AC:2010 Biocompatibility test report
gﬁ\gxzigtzrrzre?ust apply the following principles in the IEC 60601-1: 2005/A1: 2012 Safety and EMC Test Report:
R o — IEC 60601-1-2:2007 15091712 001
R R RS RS R B T %, AR IETE LA T2 15084504 001
KR A F s 224 BN, IEC 60601-2-37: 2007
TR AT 7 I B LB SR 2006/42/EC woopisaz 0ot
(E 33 A i 7 SR, 1 4 R LIS O3 < S«
T 15084504 002
« identify known or foreseeable hazards and estimate the A SO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
associated risks arising from the intended use and - -
e iore A g ISO 134852012 TSUGA, RAC-TSUGA, SFA-TSUGA
ISO/TR 14969 ISO 13485 Certificate
* eliminate or reduce risks as far as possible (inherently A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
safe design and construction), , _ , _
a g& d ¢ ) R SO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
SRR BE M B B G RS T 1) 22 et A& i) ISO 13485 Certificate
ISO/TR 14969
* where appropriate take adequate protection measures A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
including alarms if necessary, in relation to risks that - -
et Se e e y ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
o . _ L ISO 13485 Certificate
T TCEERE G RS, W&, SREGE S BT i i, & ISO/TR 14969
B E
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
EA/ manufacturer ; o R > Ok / Fail
BEFERES (MDD) T — X o N RSO (AR S, AR, XREAE Y
‘ LB oG]
e Inform users of the residual risks due to any A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
shortcomings of the protection measures adopted. ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
2t = B 1 1 e /7 b S BRI I i
T 1 FH P ER T P R AL 7 4 i e 1) S T i R ) Bk B AL ISO/TR 14969 ISO 13485 Certificate
3. The devices must achieve the performances intended by A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
the manufacturer and be designed, manufactured and ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
ackaged in such a way that they are suitable for one or ifi
p g . y y . ISO/TR 14969 ISO 13485 Certificate
more of the functions referred to in Article 1 (2) (a), as Safety and EMC Test Report:
specified by the manufacturer. IEC 60601-1: 2005/A1: 2012 '
kB L = N S N~ . NN . 15091712 001
TSR AU RO SR TR . BB, ) IEC 60601-1-2:2007
ERELRERN 558 1 25(2)(a) i i Bl & B — Dk 2 T Rg IEC 60601-2-37: 2007 15084504 001
HHIE Y o 15084322 001
15084504 002
4. The characteristics and performances referred to in A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR-
sections 1, 2 and 3 must not be adversely affected to ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
such a degree that the clinical condition and safety of the ifi
_ g : ty ISOITR 14969 ISO 13485 Certificate
patients and, where applicable, of other persons are Safety and EMC Test Report:
compromised during the lifetime of the device as IEC 60601-1: 2005/A1: 2012 ’
indticateddby trr:e manufactut:r,hwhen the de;vice is | IEC 60601-1-2:2007 15091712 001
subjected to the stresses which can occur during normal 15084504 001
conditions of use IEC 60601-2-37: 2007 5084504 00
' 2006/42/EC 15084322 001
T 138 8 A P SR A F A A, AR IR A T R L I 15084504 002
WEAT, 21, 2, 3FI80&DURFIEM M 5E RIS fe A
GRS faHBHFSRHAEN R 24,
5. The devices must be designed, manufactured and A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
packed in such a way that their characteristics and ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
erformances during their intended use will not be ifi
p g _ _ ISO/TR 14969 ISO 13485 Certificate
adversely affected during transport and storage taking Safety and EMC Test Report:
account of the instructions and information provided by IEC 60601-1: 2005/A1: 2012 port
the manufacturer. User manual
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Checklist according to annex | of the Medical Device Directive

Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
> manufacturer ; S N Ok / Fail
WEFEKRES (MDD) W — el X - N XRHESHERR Y, TR, XREAE oy
‘ LA e
SRR R PR R 4 (A R G A e 5 IEC 60601-1-2:2007
Afigfed frh, HE S HE R R pE A ST B A B IEC 60601-2-37: 2007
WA 22 32 B G
6. Any undesirable side effects must constitute an A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
acceptable risk when weighed against the performances ISO 13485:2012 TSUGA, RAC-TSUGA, SFA-TSUGA
intended. ifi
ISO/TR 14969 ISO 13485 Certificate
El g ] Sk [ T U 1 L BT IR . .
BIVE /N F SR ) TR T AR LG, 2 T 52 10 R 1SO 10993-1-2009/AC:2010 Biocompatibility test report
IEC 60601-1: 2005/A1: 2012 | Sarety and EMC Test Report
) UEF including SDDS-TSUGA-001, VAP-
IEC 60601-1-2:2007 TSUGA-005, VER-TSUGA-043
IEC 60601-2-37: 2007
IEC 62366:2007+A1:2014
6a. Demonstration of conformity with the essential A ANNEX X QP8.5-06 OK
requirements must include a clinical evaluation in LEC-TSUGA-001
accordance with Annex X.
UEIARF & B A BER DA AL 5 42 HR B 5% X IR PR 1A
1. REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION
B MEE M R
7. Chemical, physical and biological properties
15 VBRI AEYRHAE
71 The devices must be designed and manufactured in such
a way as to guarantee the characteristics and
performances referred to in Section 1 on the "General
requirements". Particular attention must be paid to the
following
BRIV TR AR P DA AR 1K B AP S 3 1 3540 F e i 22
K, AR AR
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
\ &R manufacturer iﬁ"fﬁbﬁ#(iﬂﬂﬁﬁﬁi 7‘7_‘% )\Cmgzz;jﬁ Ok / Fail
BETFBRMRES (MDD) M FE—K . . _‘ N s , Ko
‘ LA e
« the choice of materials used, particularly as regards A ISO/TR 14969 ISO 13485 Certificate OK
toxicity and, where appropriate flammabiliy, ISO 10993-5:2009 Biocompatibility test report
BHEREIERE, R 5 R ORI B R Y I ' P P
Directive 2011/65/EU RoHS assessment
* the compatibility between the materials used and A ISO 10993-1:2009/AC:2010 | Biocompatibility test report OK
biological tissues, cells and body fluids, taking account
. . ISO 10993-5:2009
of the intended purpose of the device.
AR BT E D RE L A5 FE T AR N AR A 2 1SO 10993-10:2010
AR A 2 o
e Where appropriate, the results of biophysical or NA ISO 14630 NA NA
modelling research whose validity has been
demonstrated beforehand.
WLEH, 9 TR R A= 0 B 2 BRAR B AT 9 1 6 SR
7.2 The devices must be designed, manufactured and ISO/TR 14969 ISO 13485 Certificate OK
packed in such a way as to minimise the risk posed by ISO 10993-1:2009/AC:2010 | Biocompatibility test report
contaminants and residues to the persons involved in the ISO 10993-5:2009
transport, storage and use of the devices and to the -~
patients, taking account of the intended purpose of the ISO 10993-10:2010
product. Particular attention must be paid to the tissues
exposed and the duration and frequency of the exposure.
SR BT G REN A PRAE S AT IS . A AT
FHRLRE v (035 G AN B 0oy NAR G T IS, 24 v
g S R AN PN S A SRR IR D
7.3 The devices must be designed and manufactured in such ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
a way that they can be used safely with the materials, ISO 10993-1:2009/AC:2010 TSUGA, RAC-TSUGA, SFA-TSUGA
substances and gases with which they enter into contact ifi
_ : g _ y b 1SO 10993-5:2009 ISO 13485 Certificate
during their normal use or during routine procedures; if Biocompatibility test report
the devices are intended to administer medicinal products 1ISO 10993-10:2010
they must be designed and manufactured in such a way IEC 60601-1: 2005/A1: 2012 Safety and EMC Test Report
as to be compatible with the medicinal products
concerned according to the provisions and restrictions
Effective date: 2010-03-26 Page 6 of 30 Revision number: 1.0
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
WESFREMIBS (MDD W — BRI | TRCLTe | ORESCEGUREE, TR, meRE | Ol
‘ SERHM G
governing those products and that their performance is IEC 60601-1-2:2007
maintained in accordance with the intended use. IEC 60601-2-37: 2007
SR TR AR 0 ZRURE AE T A5 P AN B AR e
BB PR AR L 2 e A R
I E 5, R TH AN AR 7= 05 SRR (] 1% 24 AH 3
A%, TR VLR 2 i BRI E FIRR ], ORAE SIS )
TisE DIfE
7.4 NA NA The Essential Requirement Checklist stated NA

Where a device incorporates, as an integral part, a
substance which, if used separately, may be considered
to be a medicinal product as defined in Article 1 of
Directive 2001/83/EC and which is liable to act upon the
body with action ancillary to that of the device, the quality,
safety and usefulness of the substance must be verified
by analogy with the methods specified in Annex | to
Directive 2001/83/EC.

RSN ER A A A SRR AR R A G Ay, i B
BRSPS AT B0 92 2001/83EC 46 1 26 & XN HIZ4
I H T Re I Bz o N AR =SB R, X R 5 )
Aot TEMA M %AUER 2001/83/EC R4 M3 194
T 3 5 i AT 28 HE R A

For the substances referred to in the first paragraph, the
notified body shall, having verified the usefulness of the
substance as part of the medical device and taking
account of the intended purpose of the device, seek a
scientific opinion from one of the competent authorities
designated by the Member States or the European
Medicines Agency (EMEA) acting particularly through its
committee in accordance with Regulation (EC) No
726/2004* on the quality and safety of the substance

that the device are not loading or contain other
drugs.

1 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of
medicinal products for human and veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1). Regulation as last amended by Regulation (EC) No
1901/2006.
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Checklist according to annex | of the Medical Device Directive
(MDD)
BETHEMES (MDD) HFE—H
EXERRER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

including the clinical benefit/risk profile of the
incorporation of the substance into the device. When
issuing its opinion, the competent authority or the EMEA
shall take into account the manufacturing process and the
data related to the usefulness of incorporation of the
substance into the device as determined by the notified
body.

X BUR BB, 1575 18 21285 ) T T 3
N TIZ AN EST S A B2 5, AL
M#% Regulation (EC) No 726/2004 i:H#, wiizd)ii it i
AN VAR LY S A MR S I PR 52 2/ R
TFa) 55 53 L 458 58 1 — A 2 2 )R BRI 24 VP AN
(EMEA) Fihl & i 2T RBEE . AR ER
W, FE LR EMEA 2% R A S HUA A E 1K T2 5
L5 SRR ST R (R A T I R AT AR
Where a device incorporates, as an integral part, a
human blood derivative, the notified body shall, having
verified the usefulness of the substance as part of the
medical device and taking into account the intended
purpose of the device, seek a scientific opinion from the
EMEA, acting particularly through its committee, on the
quality and safety of the substance including the clinical
benefit/risk profile of the incorporation of the human blood
derivative into the device. When issuing this opinion, the
EMEA shall take into account the manufacturing process
and the data related to the usefulness of incorporation of
the substance into the device as determined by the
notified body.
AR SRR A L AR D LRy, AERRA T i
LA A D BETT S — 2 B R, I R B sk
TSI RT3 AR A by 2 2 HUAS A2 ] i ) O B M 22 4k
FLAEAZ A i 55 SRS A B R 32 2/ SRR, ) U 245
PrE (EMEA) $3al2 HE R FREEEE . kR
HEIB, FEY/BUEMEARNHEAEHMINER KT

NA

NA

The Essential Requirement Checklist stated
that the device are not loading or contain other
drugs.

NA
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Checklist according to annex | of the Medical Device Directive
(MDD)
BETHEMES (MDD) HFE—H
EXERRER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

G A R A R A R R A

Where changes are made to an ancillary substance
incorporated in a device, in particular related to its
manufacturing process, the notified body shall be
informed of the changes and shall consult the relevant
medicines competent authority (i.e. the one involved in
the initial consultation), in order to confirm that the quality
and safety of the ancillary substance are maintained. The
competent authority shall take into account the data
related to the usefulness of incorporation of the
substance into the device as determined by the notified
body, in order to ensure that the changes have no
negative impact on the established benefit/risk profile of
the addition of the substance in the medical device.
IR S RSB PR A T AR, Rl R REIHA
PR, A E AU RS AT ARSI Z R SR (l
B WAL S, LRI B 5T I T A 22
VR LAERE . 2R M RE A S HUIAE R T2
Ji5 A MR S R RO, DA ORI AR S X 4R A ST
=7 s A TG IN 0 i 8 W PR 52 2t/ XS 4 P 50 A 9 T 52
LN

When the relevant medicines competent authority (i.e. the
one involved in the initial consultation) has obtained
information on the ancillary substance, which could have
an impact on the established benefit/risk profile of the
addition of the substance in the medical device, it shall
provide the notified body with advice, whether this
information has an impact on the established benefit/risk
profile of the addition of the substance in the medical
device or not. The notified body shall take the updated
scientific opinion into account in reconsidering its
assessment of the conformity assessment procedure.

HHRNAREEAR (WAt RIS R 33158
TAHBN O A S R T R BRI o ) e R 52
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Checklist according to annex | of the Medical Device Directive

Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
> manufacturer SIS 2 > Ok / Fail
) (MDD) M F — A o N RSO IAIR S, TR, CREAE
B e g ROEF| BRI AR, B ) il
‘ A HRHN el
RS RAEA S S B 5, B2 A S HU SR AL, %
15 B T3 RE I C 22 ST (R R T 25 B 3 I o PR I PR 52 2/
RS REE A E AR R SR AR W, LR
JEXFF A VEVEIN R I PR
7.5 The devices must be designed and manufactured in such NA NA The Essential Requirement Checklist stated NA

a way as to reduce to a minimum the risks posed by
substances leaking from the device. Special attention
shall be given to substances which are carcinogenic,
mutagenic or toxic to reproduction, in accordance with
Annex | to Council Directive 67/548/EEC? of 27 June
1967 on the approximation of laws, regulations and
administrative provisions relating to the classification,
packaging and labelling of dangerous substances®.

SRR BETE NG, D6 ZTCHEIR B 23000 5 T 11 XU
TR PSRRI R 1%19674E6 H 27 H kot [H kA
67/548/EEC?Z: R 248 2 Mt RIF B M BURY) . FHRERE
YA FE R B X (R FE R 5135 43 25 . B AIFRAE I
IR, ATBURRIITF G .

If parts of a device (or a device itself) intended to
administer and/or remove medicines, body liquids or
other substances to or from the body, or devices intended
for transport and storage of such body fluids or
substances, contain phthalates which are classified as
carcinogenic, mutagenic or toxic to reproduction, of
category 1 or 2, in accordance with Annex | to Directive
67/548/EEC?, these devices must be labelled on the
device itself and/or on the packaging for each unit or,
where appropriate, on the sales packaging as a device
containing phthalates.

U RS — 05y (BREIRA S T 5T B A2 25

2 Internal note: replaced by (EC) 1272/2008
30J 196, 16.8.1967, p. 1. Directive as last amended by Directive 2006/121/EC of the European Parliament and of the Council (OJ L 396, 30.12.2006, p. 850).

that the device are not loading or contain other
drugs.
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Checklist according to annex | of the Medical Device Directive

(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

BRZG. MR ER, BT T8 s A i SR
B, 5 H67/548/EEC2HE A Bt I AL E (1258225
By FEN A S AR TR YR AR R
AW INTE B SRR S R B AR, OS2
TEAS PR A B2 AR & B 402K IR SR FRIN.

If the intended use of such devices includes treatment of
children or treatment of pregnant or nursing women, the
manufacturer must provide a specific justification for the
use of these substances with regard to compliance with
the essential requirements, in particular of this paragraph,
within the technical documentation and, within the
instructions for use, information on residual risks for these
patient groups and, if applicable, on appropriate
precautionary measures.

AR SR AR IO A i A LB L 221 B FLA I A
I T A AR B AR SRS AN P 3 B3 8 e B A EL AR £
PR HH b, Je o0 Tk o j 3 e A ke B XU,
WA, MEIERPTIEEEEE, DA EHARZR, Rl
A ER

7.6

The devices must be designed and manufactured in such
a way as to reduce as much as possible, risks posed by
the unintentional ingress of substances into the device
taking into account the device and the nature of the
environment in which it is intended to be used.

5 18 B A5 ORN FRUYIAE FH AOPARE, SR BRA BT A A P L R
UIE, R KPR EE 3 AR e T S 0 e N TG ARG 7 1R AT RE T

ISO 14971:2012
ISO 10993-1:2009/AC:2010
ISO 10993-5:2009
ISO 10993-10:2010

RMF including QP 7.1-01, RMP-TSUGA, RMR-
TSUGA, RAC-TSUGA, SFA-TSUGA

Biocompatibility test report

OK

Infection and microbial contamination

RS T G/ MRS

8.1

The devices and their manufacturing processes must be
designed in such a way as to eliminate or reduce as far
as possible the risk of infection to the patient, user and

ISO 10993-1:2009/AC:2010
ISO 10993-5:2009

RMF including QP 7.1-01, RMP-TSUGA, RMR-
TSUGA, RAC-TSUGA, SFA-TSUGA

OK
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Checklist according to annex | of the Medical Device Directive

(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

third parties. The design must allow easy handling and,
where necessary, minimise contamination of the device
by the patient or vice versa during use.

FRPRBCTHATIAE TT25 R 24 PRALE i AR B2 e UL %38 4 A
RN 5 2 A1 A UG T REPE s AR BRN 2
PRI, AR, R B AR AR pons B R A
5%

1ISO 10993-10:2010
ISO 14971:2012

Biocompatibility test report

8.2

Tissues of animal origin must originate from animals that
have been subjected to veterinary controls and
surveillance adapted to the intended use of the tissues.

SR LIRS 2 20 R FHU I AT P b A e
HIZh AT

Notified Bodies shall retain information on the
geographical origin of the animals.

OB L AR B S A B AR ) A5 8

Processing, preservation, testing and handling of tissues,
cells and substances of animal origin must be carried out
so as to provide optimal security. In particular safety with
regard to viruses and other transmissible agents must be
addressed by implementation of validated methods of
elimination or viral inactivation in the course of the
manufacturing process.

XEHL . AR ESIER BRI WA Kk
ANAEEE, AUR B R AT SE M 2 ORI . R R AL e
QMBI 24, AEA P IR oA SR EBUA R R 7 128K
AT B K -

NA

NA

The Essential Requirement Checklist stated
that there are no medical substances or tissues
of animal origin incorporated into the device.

NA

8.3

Devices delivered in a sterile state must be designed,
manufactured and packed in a non-reusable pack and/or
according to appropriate procedures to ensure they are
sterile when placed on the market and remain sterile,
under the storage and transport conditions laid down,

NA

NA

The Essential Requirement Checklist stated
that the device is Non sterilization device.

NA
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Checklist according to annex | of the Medical Device Directive

(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

until the protective packaging is damaged or opened.

TETE SR AR AL R — A 3 77
o IFHAE & TR T ORIES I L T 4 T JE Rk
&, FERE. RN REARARER TR, AEE AR
FFERIRE .

8.4

Devices delivered in a sterile state must have been
manufactured and sterilised by an appropriate, validated
method.

T S AUEIE ] A R R AT A K

NA

NA

These devices are Non sterilization device.

NA

8.5

Devices intended to be sterilised must be manufactured
in appropriately controlled (e.g. environmental)
conditions.

i B IR 10 S RAE L T A58 R 2R

NA

NA

These devices are Non sterilization device.

NA

8.6

Packaging systems for non-sterile devices must keep the
product without deterioration at the level of cleanliness
stipulated and, if the devices are to be sterilised prior to
use, minimise the risk of microbial contamination. The
packaging system must be suitable taking account of the
method of sterilisation indicated by the manufacturer.

K E AR R GE, D2 PRAE™ ik 2 3 3
o G R AS I EAEAE PRI, gD 4% K B AT
Y5 G el etk . ELE R G AUE & T G i 8 KK
73

ISO 14971:2012
IEC 60601-1: 2005/A1: 2012

User manual

Safety test report

OK

8.7

The packaging and/or label of the device must distinguish
between identical or similar products sold in both sterile
and non-sterile condition.

R 17 B ABL E 7 il B B I A T e T ARSI R AR R IR
PR AR A A A ) AL A AR 4G

NA

NA

These devices are Non sterilization device.

NA
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements
(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
&R manufacturer iﬁ"fﬁbﬁ#(iﬂﬂﬁﬁﬁi 7‘7_‘% )\Cmgzz;jﬁ Ok / Fail
BETFBRMRES (MDD) M FE—K . . _‘ N s , Ko
‘ SEPN AR
9. Construction and environmental properties
SER AR BERAIE
9.1 If the device is intended for use in combination with other A IEC 60601-1: 2005/A1: 2012 | RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
devices or equipment, the whole combination, including IEC 60601-1-2:2007 TSUGA, RAC-TSUGA, SFA-TSUGA
the connection system must be safe and must not impair . Safety and EMC test report
the specified performance of the devices. Any restrictions IEC 60601-2-37: 2007 User manual
on use must be indicated on the label or in the instruction ISO 14971:2012
for use.
SRR TR B R e AR A LA R, B R
GINARIE %4, AN RGVLALE, MR
TSETIRE . 2R A ) U W BbR 2 by WA FH B 1)
9.2 Devices must be designed and manufactured in such a A IEC 60601-1: 2005/A1: 2012 | Safety and EMC test report OK

way as to remove or minimise as far as possible:
SRR BT AN AR 77 06 Z5UR P R TG B

e the risk of injury, in connection with their physical
features, including the volume/pressure ratio,
dimensional, and where appropriate the ergonomic
features,

T A BERERS P, A ARRURIILE . AMIRGEL A
PRI, RPN AR IE R 5 AT REVE -

¢ risks connected with reasonably foreseeable
environmental conditions, such as magnetic fields,
external electrical influences, electrostatic discharge,
pressure, temperature or variations in pressure, and
acceleration,

GBI T, Wiy, SN, i
UM« KA R AL S AR B S 2 AF T
XA R 35 KT REE o

o the risks of reciprocal interference with other devices

IEC 60601-1-2:2007
IEC 60601-2-37: 2007
ISO 14971:2012
IEC 62366:2007+A1:2014
2006/42/EC

RMF including QP 7.1-01, RMP-TSUGA, RMR-
TSUGA, RAC-TSUGA, SFA-TSUGA

UEF including SDDS-TSUGA-001, VAP-
TSUGA-005, VER-TSUGA-043
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(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

normally used in the investigations or for the treatment
given,

FEIRTT BB, (R S Ao BT A i pled &
AT RENE -

e risks arising where maintenance or calibration are not
possible (as with implants) from ageing of the materials
used or loss of accuracy of any measuring or control
mechanism.

R TR LEE B IE (IR NARJR), BT T AR AL
REEHINLRERS BEANGS 0 NI il 3 1 T R

9.3

Devices must be designed and manufactured in such a
way as to minimise the risks of fire or explosion during
normal use and in single fault condition. Particular
attention must be paid to devices whose intended use
includes exposure to flammable substances which could
cause combustion.

AR BT A A P R GRAIE , AR IE R AE IS 0 R B —i
FEIIEOL R, SN2 Tl KU NE . XERE T 2
JRIAEE A5 P A s B 2 2 T R R

ISO 14971:2012
IEC 60601-1: 2005/A1: 2012
IEC 60601-1-2:2007
IEC 60601-2-37: 2007

Safety and EMC test report

RMF including QP 7.1-01, RMP-TSUGA, RMR-
TSUGA, RAC-TSUGA, SFA-TSUGA

OK

10.

Devices with a measuring function
FA D& Ty e ) 25

10.1

Devices with a measuring function must be designed and
manufactured in such a way as to provide sufficient
accuracy and stability within appropriate limits of
accuracy and taking account of the intended purpose of
the device. The limits of accuracy must be indicated by
the manufacturer.

I PR BT ANA: P I SURAIE A2 W8 RS FERAR e Ve 45
B ITUE D RE M EER o fh1) 36 7 0 A0 W JLRG EVE F o

IEC 60601-1: 2005/A1: 2012
IEC 60601-1-2:2007
IEC 60601-2-37: 2007

User manual

Safety and EMC test report

OK
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Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
SR manufacturer TR RS, R, CRBAE Ok / Fail
BETFRMIES (MDD) HF— W : . . N ( & , PO
‘ A ERHN A&
10.2 The measurement, monitoring and display scale must be A IEC 60601-1-6:2010 + A1:2013 | UEF including SDDS-TSUGA-001, VAP- OK
designed in line with ergonomic principles, taking account IEC 62366:2007+A1:2014 TSUGA-005, VER-TSUGA-043
of the intended purpose of the device.
WARYE S TE DB, #2 M AR T i) BB LT 2 A
R WIS AR R IR .
10.3 The measurements made by devices with a measuring A 80/181/EEC User manual OK
function must be expressed in legal units conforming to
the provisions of Council Directive 80/181/EEC*.
DB RS 0 0RO B R BT, AT A PR A
80/181/EEC* [ HLIE -
11. Protection against radiation
R PR
111 General A IEC 60601-1: 2005/A1: 2012 Safety and EMC test report OK
o IEC 60601-1-2:2007
11.1.1 il
Devices shall be designed and manufactured such that IEC 60601-2-37: 2007
exposure of patients, users and other persons to radiation
shall be reduced as far as possible compatible with the
intended purpose, whilst not restricting the application of
appropriate specified levels for therapeutic and diagnostic
purposes.
kBB AN A R L AR FE S B FIUE ThRE RIS L T, =
B XT B AHE I NG RARSS, (B RE] 9ih
I IS W i FH HE & B 57
11.2 Intended radiation 5] (145 NA NA The Essential Requirement Checklist stated NA

that there are no X Ray generater incorporated
into the device.

40J No L 39, 15. 2. 1980, p. 40. Directive as last amended by Directive 89/617/EEC (OJ No L 357, 7. 12. 1989, p. 28).
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Checklist according to annex | of the Medical Device Directive

Al Standards, other directives Documentation (test reports, protocols, Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
WEFRERES (MDD W R — M BRI | TRCLTe | ORESCEGUREE, TR, meRE | Ol
‘ SEPN AR
11.2.1 | Where devices are designed to emit hazardous levels of NA NA The Essential Requirement Checklist stated NA
radiation necessary for a specific medical purpose the that there are no X Rﬁ‘y gen_erater incorporated
benefit of which is considered to outweigh the risks Into the device.
inherent in the emission, it must be possible for the user
to control the emissions. Such devices shall be designed
and manufactured to ensure reproducibility and tolerance
of relevant variable parameters.
TR E ST H I, A a8 ie S 1G5 AR B 22,
AP ER BN IR T 1 F RIS 2 EERT Lo AT 82
o ARSI E LRSS, (RTH A IN) A5
JEH AT RS w] R AR 2
11.2.2 | Where devices are intended to emit potentially NA NA The Essential Requirement Checklist stated NA
hazardous, visible and/or invisible radiation, they must be that there are no X Rﬁy ge”,efatﬂ incorporated
fitted, where practicable, with visual displays and/or Into the device.
audible warnings of such emissions.
Bt AR S E FEEAT L, ARGTZR B I, HRARYE
SRR E R N B R BRI E SRR, Rt
LRIV EPIRES -
11.3 Unintended radiation NA NA The Essential Requirement Checklist stated NA
FETTAF G F 4] that there are no X Ray generater incorporated
11.3.1 into the device.
Devices shall be designed and manufactured in such a
way that exposure of patients, users and other persons to
the emission of unintended, stray or scattered radiation is
be reduced as far as possible.
AP A3 B ARAE, RERD R,
LIHEN AR TR MRS .
11.4 Instructions NA NA The Essential Requirement Checklist stated NA
N that there are no X Ray generater incorporated
11.4.1 | fEHws into the device.

The operating instructions for devices emitting radiation

Effective date: 2010-03-26
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(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

must give detailed information as to the nature of the
emitted radiation, means of protecting the patient and the
user and on ways of avoiding misuse and of eliminating
the risks inherent in installation.

TBUS R 2 7 25 MO VR 20 U W S AR L 0 B AR 1)
ORIt AR AT L3R B R DA S Bk el T 23 s s oK
HITE G -

115
1151

lonising radiation

BT HE

Devices intended to emit ionising radiation must be
designed and manufactured in such a way as to ensure
that, where practicable, the quantity, geometry and quality
of radiation emitted can be varied and controlled taking
into account the intended uses.

F R R BRI T AT AR P M URAIE R LA SR s i
BUARSTIORCR, TRARFIBTER:, 3 2 TUE 8 DO AE 0 SEFr i
HhH

2o

NA

NA

The Essential Requirement Checklist stated
that there are no lonising radiation from the
device.

NA

11.5.2

Devices emitting ionising radiation intended for diagnostic
radiology shall be designed and manufactured in such a
way, as to achieve appropriate image and/or output
quality for the intended medical purpose whilst minimising
radiation exposure of the patient and user.

12K F H B ST A R BT AR P A URIIE,  FE SRS
KA. et e, SRPEEST BHRREL T, K&
kD> %o 55 A P A O TR G

NA

NA

The Essential Requirement Checklist stated
that there are no lonising radiation from the
device.

NA

1153

Devices emitting ionising radiation intended for
therapeutic radiology shall be designed and
manufactured in such a way as to enable reliable
monitoring and control of the delivered dose, the beam
type and energy and where appropriate the quality of the
radiation.

ST P BRI BEEA BUHE, BES AR

NA

NA

The Essential Requirement Checklist stated
that there are no lonising radiation from the
device.

NA
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Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilleq
\ . &R manufacturer iﬁ‘ﬁi’f*(iﬂﬂﬁﬁﬁ%; HR, CRBEAE Ok / Fail
EAERRE R & s, ER FR ) e
SEPN G
HAREliCE IRl N R e SSIU N 3 5 W AN WA R i
.
12. Requirements for medical devices connected to or
equipped with an energy source
HEE A BE R O R T S 2R
12.1 Devices incorporating electronic programmable systems A IEC 60601-1: 2005/A1: 2012 Safety test report: 15091712 001 OK
must be designed to ensure the repeatability, reliability
. . IEC 62304:2006 15084322 001
and performance of these systems according to their
intended use. In the event of a single fault condition (in Compliance checklist of software life cycle
the system) appropriate means should be adopted to processes: VER-TSUGA-043
eliminate or reduce as far as possible consequent risks
A AT AR R L AT PRIEJE AT R L W] EEME
Wi R TUE IRERI R 2o N2 R ZE iz PR HH AR
— RS TG e T A AT REE
12.1a | For devices which incorporate software or which are A IEC 60601-1: 2005/A1: 2012 Safety test report: 15091712 001 OK
medical software in themselves, the software must be )
validated according to the state of the art taking into IEC 62304:2006 15084322 001
account the principles of development lifecycle, risk Compliance checklist of software life cycle
management, validation and verification. processes: VER-TSUGA-043
X T IR A A P R B B BT R A R 28 R AR 20
ZIEH R AT AR R, BRI TER ), IR
HHTI AR R BACE AT A -
12.2 Devices where the safety of the patients depends on an NA NA The Essential Requirement Checklist stated NA
internal power supply must be equipped with a means of that there are no internal power supply
determining the state of the power supply. incorporated into the device.
XHUER B FE LA AR, NGRS, RECA BT
B, RYIRIERA IR
12.3 Devices where the safety of the patient depends on an NA NA The Essential Requirement Checklist stated OK

external power supply must include an alarm system to
signal any power failure.

XUEZ BB LA MR, SNRACNT, N R E R,

that our devices are not those where the safety
of the patients depends on an external power

supply

Effective date: 2010-03-26
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Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
&R manufacturer y STIE N > Ok / Fail
WEFEKRES (MDD) W — X - N SRRSO (AR, R, XREAE oy
SEPN G
e R T
12.4 Devices intended to monitor one or more clinical NA NA The Essential Requirement Checklist stated NA
parameters of a patient must be equipped with that our (_1e_V|ces are not |ntended_to monitor
. I clinical parameters of patient
appropriate alarm systems to alert the user of situations
which could lead to death or severe deterioration of the
patient's state of health.
I B PR AR i, ML BAHR RS R4, 12
P15 3 ] e S BUR R AU T B 5 ™ BRI O
125 Devices must be designed and manufactured in such a A IEC 60601-1-2:2007 EMC test report: OK
way as to minimise the risks of creating electromagnetic 15084504 001
fields which could impair the operation of other devices or
equipment in the usual environment. 15084504 002
SRR AN A PR AR, R BT A A,
SAMEL L B A BB R R AR A T I B 8 5
126 Protection against electrical risks A ISO 14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
. " - -
bl B IEC 60601-1: 2005/A1: 2012 TSUGA, RAC-TSUGA, SFA-TSUGA
Devices must be designed and manufactured in such a ) Safety and EMC test report
way as to avoid, as far as possible, the risk of accidental IEC 60601-1-2:2007
electric shocks during normal use and in single fault IEC 60601-2-37: 2007
condition, provided that the devices are installed
correctly.
B R ZE R IR, AR BTt R0 AR 7 s ZBUR R/ E IE
AT FRT B B N, A IR R .
12.7 Protection against mechanical and thermal risks A 1ISO14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
h=a= P A - -
1971 i FIPLRBT1 IEC 606011 2005/AL: 2012 | TSUGA, RAC-TSUGA, SFA-TSUGA

Devices must be designed and manufactured in such a
way as to protect the patient and user against mechanical
risks connected with, for example, resistance, stability
and moving parts.

Machinery Directive
2006/42/EC

Safety test report

Effective date: 2010-03-26
4. Report from the technical documentation ESSENTIAL REQUIREMENT
Page 20 of 30

Page 20 of 30

Revision number: 1.0

Rev.2; 2009-10-22




Checklist according to annex | of the Medical Device Directive

Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
&R manufacturer ; o B N Ok / Fail
WEFEKRES (MDD) W — X - N SRRSO (AR, R, XREAE oy
‘ SEPN AR
AP R AE P b AURAE SR A B AN WL A 1
BRI, QBE I RS P A A RS B A 1 R
ALV
12.7.2 | Devices must be designed and manufactured in such a A 1IS014971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
way as to reduce to the lowest possible level the risks TSUGA, RAC-TSUGA, SFA-TSUGA
e - . . IEC 60601-1: 2005/A1: 2012
arising from V|br§tlon generated by the devices, takl.ng Safety test report
account of technical progress and of the means available
for limiting vibrations, particularly at source, unless the
vibrations are part of the specified performance.
SRR BT AN A P ORI, AR K KT, SRR
RS (R AR AR BUR) I, KPR B b PRI 3SR 30
R, BRAEPTR IR 2 T Re ) 75 2L
12.7.3 | Devices must be designed and manufactured in such a A 1IS014971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
way as to reduce to the lowest possible level the risks TSUGA, RAC-TSUGA, SFA-TSUGA
e . : - . IEC 60601-1: 2005/A1: 2012
arising from the noise emitted, t.aklng account of tgchnlcal Safety test report
progress and of the means available to reduce noise,
particularly at source, unless the noise emitted is part of
the specified performance.
MR BT A A P R ORAE, AR R R AT, SRR
I RS 1) 2 M V) PR e, e R R B BRI s b o
R, BRARTR WK S & R R T AR I 75 2
12.7.4 | The terminals and connectors to the electricity, gas or A 1SO14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK
hydraulic and pneumatic energy supplies which the user TSUGA, RAC-TSUGA, SFA-TSUGA
. . IEC 60601-1: 2005/A1: 2012
has to handle must be de5|gn.ed arld constructed in such EC 62366.2007 4 AL20L4 UEF including SDDS-TSUGA-001, VAP-
a way as to minimise all pOSSIb'e risks. . . TSUGA-005, VER-TSUGA-043
BlE M IR Rah. AUk DR, SOt Ag Safety test report
P A% PB4 fE R (R T R A y P
12.7.5 | Accessible parts of devices (excluding any parts or areas A 1SO14971:2012 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK

intended to supply heat or reach given temperatures) and
their surroundings must not attain potentially dangerous
temperatures under normal use.

IEC 60601-1: 2005/A1: 2012

TSUGA, RAC-TSUGA, SFA-TSUGA
Safety test report
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(MDD)

BETFBMIES (MDD) HFE—HK
EAERBRAER

A/
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B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

FEIEH AR OLT, AR R fh 20 0 25 i L2 3L
M, ARSI, DRiEmek; AR TR
IR B ZUA B — 5 i B A B A A X 38K

12.8

12.8.1

Protection against the risks posed to the patient by
energy supplies or substances

B77 1L REVR AR AP B A 3 oot £ ) S

Devices for supplying the patient with energy or
substances must be designed and constructed in such a
way that the flow rate can be set and maintained
accurately enough to guarantee the safety of the patient
and of the user.

Jy AR BERE IR B T A BT R AE R ORAEE A
ATLAEE IR R, PRI EE, ORUE B3 AE 2 1K) 22
=

NA

NA

The Essential Requirement Checklist stated
that there are no energy supplies or substances
from the device.

NA

12.8.2

Devices must be fitted with the means of preventing
and/or indicating any inadequacies in the flow-rate which
could pose a danger.

MR TS, Bk R s B E R G
W, B HE IO e N A

Devices must incorporate suitable means to prevent, as
far as possible, the accidental release of dangerous
levels of energy from an energy and/or substance source.
AR A ZBTC 26 21 PR B T s AN B 5 R A T
B fERHIFRE .

NA

NA

The Essential Requirement Checklist stated
that there are no energy supplies or substances
from the device.

NA

12.9

The function of the controls and indicators must be clearly
specified on the devices.

FEAR SRR . TS L AE SN B T LAE
Where a device bears instructions required for its
operation or indicates operating or adjustment
parameters by means of a visual system, such
information must be understandable to the user and, as
appropriate, the patient.

IEC 60601-1: 2005/A1: 2012
IEC 62366:2007+A1:2014

UEF including SDDS-TSUGA-001, VAP-
TSUGA-005, VER-TSUGA-043

Safety test report

OK
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Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
> manufacturer ¥ SRS s Ok / Fail
WEFBMIS (MDD W R — K e . crer | ZEMSUE@IERME, R, IRRFE iy
EAERRES RNER| &R 5 HbE, HEE )EEB(JEEE) =
‘ SEH i)
AR SRS OE I WL R SR AR UL, T R SRR
FEREFSE, WRG T RIIE B BARE A RIEH BT
PR, TN R N A A .
13. Information supplied by the manufacturer
36 P S AL 15 2
13.1 Each device must be accompanied by the information A ISO/TR 24971:2013 RMF including QP 7.1-01, RMP-TSUGA, RMR- OK

needed to use it safely and properly, taking account of the
training and knowledge of the potential users, and to
identify the manufacturer.

B BN TR AR AR ISR, PALCR A&
BN AN AR, LB .

This information comprises the details on the label and
the data in the instructions for use.

TG AL LE b 25 ml A 0 5 B AR B

As far as practicable and appropriate, the information
needed to use the device safely must be set out on the
device itself and/or on the packaging for each unit or,
where appropriate, on the sales packaging. If individual
packaging of each unit is not practicable, the information
must be set out in the leaflet supplied with one or more
devices.

MR SEPRAR 2, FEASM b FER AN e L ErEs &
B3 EANE I 2 TR EREE R . WRATTRE
XA SRS, B BE R A e ORI %
PP AE DU

Instructions for use must be included in the packaging for
every device. By way of exception, no such instruction
leaflet is needed for devices in Class | or Class lla if they
can be used completely safely without any such
instructions.

BRSO £ 2 rh BEPRA (E T BEE, (H 1 KR la SRER
UNARAN T EAE I B W R T BL 2 A, W] BABRS

IEC 60601-1: 2005/A1: 2012
IEC 60601-1-2:2007
IEC 60601-2-37: 2007

TSUGA, RAC-TSUGA, SFA-TSUGA
User manual and label

Safety and EMC test report
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Checklist according to annex | of the Medical Device Directive

Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
> manufacturer ; S N Ok / Fail
WEFEKRES (MDD) W — s . - N SRRSO (AR, R, XREAE oy
‘ SEPN AR
13.2 Where appropriate, this information should take the form A ISO 7000 User manual OK
of symbols. Any symbol or identification colour used must ISO 7010 Label
conform to the harmonised standards. In areas for which 1SO 152231
no standards exist, the symbols and colours must be S .
described in the documentation supplied with the device. IEC 60417
AR 5 S A T bR U R A5 2 o BB T b 5 IEC 60878
BRI U RS WO L RIAR P bR e . A SR 45— Ar
bR BRI 1) B Sl 20 SR B 7 (18 Bk o 13 B
13.3 The label must bear the following particulars: A for SO 15223-1 Label OK
SARARZE 6 7
BT LA FAIAE eﬁg IEC 60601-1: 2005/A1: 2012
a) the name or trade name and address of the t P
manufacturer. For devices imported into the items
Community, in view of their distribution in the c e,
Community, the label, or the outer packaging, or f,
instructions for use, shall contain in addition the name | 9,h,1j
and address of the authorised representative where ,k,dm
and n

the manufacturer does not have a registered place of
business in the Community;

()13 7 1 24 PR B o 48 DA Stk o D9 7 7EBRINIL R4 A
B, ARG R A BRI A A T i, T3
FARAE L MR B P A5 B S o N 5 A R AUAR
R PRI AL .

b) the details strictly necessary to identify the device and
the contents of the packaging especially for the users;

(b) A5 I IR T AT 1 AR B2 A R0 5 R I 5
c¢) where appropriate, the word "STERILE";
(C) LS, VEHT “CUKE” TR

d) where appropriate, the batch code, preceded by the
word "LOT", or the serial number;
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Checklist according to annex | of the Medical Device Directive
(MDD)
BETHEMES (MDD) HFE—H
EXERRER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

()L, JEWIA S EUR SIS, S PL “LOT” 4T3k;

e) where appropriate, an indication of the date by which
the device should be used, in safety, expressed as the
year and month;

e) W, VR A RO, DLERT A 0K

f) where appropriate, an indication that the device is for
single use. A manufacturer’s indication of single use
must be consistent across the Community;

f) DB, VEMIEE T R o i R ) R A
PRI ZRAE BRI AR Y 58—

g) if the device is custom made, the words "custom made
device";

) WRE T ARG W] “ERISI T

h) if the device is intended for clinical investigations, the
words "exclusively for clinical investigations";

h) SR & T PR R, TR = 1T T Im PR B 7T
FHE

i) any special storage and/or handling conditions;

i) A A % AR PR

j) any special operating instructions;

J) FEERERAE UL

k) any warnings and/or precautions to take;

K) ] 25 45 R A 2T

) year of manufacture of active devices other than those
covered by e). This indication may be included in the
batch or serial number;
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Checklist according to annex | of the Medical Device Directive

Al

Standards, other directives

Documentation (test reports, protocols,

Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled
WEFRERES (MDD W R — M BRI | TRCLTe | ORESCEGUREE, TR, meRE | Ol
‘ SEPN AR
) ARSIy, WA Jy(e) B, M r BAE S
FERTERI T A
m) where applicable, method of sterilisation.
m) W&, K .
n) in the case of a device within the meaning of Article
1(4a), an indication that the device contains a human
blood derivative."
n) A& A B — T L(4a) %Ak, TERTEE A N ML
13.4 If the intended purpose of the device is not obvious to the A SO 15223-1 User manual OK
user, the manufacturer must clearly state it on the label IEC 60601-1: 2005/AL: 2012
and in the instructions for use. - '
UR SR AR TIUE DO REXT R B R A2 BT 2 W, filig
PR PE BRI B 5 _E 7 24 10 DL S A IR
135 Wherever reasonable and practicable, the devices and A IEC 60601-1: 2005/A1: 2012 | UEF including SDDS-TSUGA-001, VAP- OK
detachable components must be identified, where ) . TSUGA-005, VER-TSUGA-043
appropriate in terms of batches, to allow all appropriate IEC 62366:2007+A1:2014
- o ) Safety test report
action to detect any potential risk posed by the devices
and detachable components.
LEEATATIS, SRR PR ENES AR 20N LU, Bt
HIME, W RIS P R85 SRR B 5 R 1
TEAE UGN A3 o
13.6 Where appropriate, the instructions for use must contain A for EN 1041 User manual OK
the following particulars: ex{j(l:”ep 2006/42/EC Service manual
HIER], AU AL AL DA B« t
items
a) the details referred to in 13.3, with the exception of d) e, g,
and e) h, j,
m
a) AU 13.3 BT RR (d) ()9 A 1 6 T30 4 25 and
o.

b) the performances referred to in section 3 and any
undesirable side effects;
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Checklist according to annex | of the Medical Device Directive
(MDD)
BETHEMES (MDD) HFE—H
EXERRER

A/

NA
B
NER

Standards, other directives
and other rules applied by
manufacturer

HE R 5 F BIpntE, HEH
LB

Documentation (test reports, protocols,
literature or reason for no applicability)

RSO (AR S, TR, CIREANE
P )

Requirements
fulfilled
Ok / Fail
i
ARFE

b) APt 55 3 BRI e S L AT RE A R A EIE

c) if the device must be installed with or connected to
other medical devices or equipment in order to operate
as required for its intended purpose, sufficient details
of its characteristics to identify the correct devices or
equipment to use in order to obtain a safe
combination;

C) MR AL AA L e AR B — Al 2R B A, R
VEAH L WIE & 5 B A e B 2 BRI, DU IS T
MIZhEe.

d) all the information needed to verify whether the device
is properly installed and can operate correctly and
safely, plus details of the nature and frequency of the
maintenance and calibration needed to ensure that the
devices operate properly and safely at all times;

d) S FIRE T I 2R P L B S, ARAEHER
A AR YRS AR HE SR T A AT B AR bR B
e, QRAESIICHIHER . e HNraER.

e) where appropriate, information to avoid certain risks in
connection with implantation of the device;

e) XA NAREI G, A RTEE, ROCLRR A, 4
BN NAR SR AT R JE S o

f) information regarding the risks of reciprocal interference
posed by the presence of the device during specific
investigations or treatment;

f) EBHATREER EANGIT RS RS, Sl A A R
fak v .
g) the necessary instructions in the event of damage to

the sterile packaging and, where appropriate, details
of appropriate methods of re-sterilisation
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled

) 1 . G manufacturer TR IRIRG, TR, TSNS Ok / Eail
B e g EF | B AR, R plaidd oy
: ST X

0) UHIKE RGN G, dsn s fr A2, Rl ge,
I KB A RO 1

h) if the device is reusable, information on the appropriate
processes to allow reuse, including cleaning,
disinfection, packaging and, where appropriate, the
method of sterilization of he device to be resterilized,
and any restriction on the number if reuses.

Where devices are supplied with the intention that they
be sterilized before use, the instructions for cleaning
and sterilization must be such that, if correctly
followed, the device will still comply with the
requirements in Section 1).

If the device bears an indication that the device is for
single use, information on known characteristics and
technical factors known to the manufacturer that could
pose a risk if the device were to be re-used. If in
accordance with Section 13.1 no instructions for use
are needed, the information must be made available to
the user upon request;

h) FTESMEHI RS, NUCIMER A 755, RIS
W TR B, INIER, X EEUCOKTE s
ITKW T, BRI KRR & .

G0 SRS BT A A I K, 4% TR T R K T ) 1
VB ERIEFAIAT, SSAIRTE 5 130 K.

ARSI A T — MR BORR IR, E R SRR T
CURIARFAE AR B DR 35 A5 4 Al B 28 D ol oA XU 45
B WIRHE 13.1 #F FOHUE AT EAH B A5, M5
SAAZRUNLAE P EER MR A o

i) details of any further treatment or handling needed
before the device can be used (for example,
sterilisation, final assembly, etc.)

i) et Ol AT A TR A T AR, WK R AR
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled

) 1 . G manufacturer TR IRIRG, TR, TSNS Ok / Eail
B e g EF | B AR, R plaidd oy
: ST X

j) in the case of devices emitting radiation for medical
purpose, details of the nature, type intensity and
distribution of this radiation

i) R 2Ry T (I aeik, 200 BATBUR R 28
M A A

The instruction for use must also include details,
allowing the medical staff to brief the patient on any
contra-indications and any precautions to be taken.
These details should cover in particular:

A P UG I A5 620 53 A UE R, BEHPON DRG0 3 6 i
SABAEAE SR, RiAEE.

k) precautions to be taken in the event of changes in
the performance of the device;

)7 B A e A 2 AR A I PR 8 S T

I) precautions to be taken as regards exposure, in
reasonably foreseeable environmental conditions, to
magnetic fields, external electrical influences,
electrostatic discharge, pressure or variations in
pressure, acceleration, thermal ignition sources etc.;

) FEAT UGS, . SRR, &
S RAEASRRER AR I E . O EE
TERR, SRV S 0

m) adequate information regarding the medicinal
product or products which the device in question is
designed to administer, including any limitations in the
choice of substances to be delivered;

m) 224 VEGH U SO R K 2 i B e s R, B
LB T 5T ) PR ) Y L 5

n) precautions to be taken against any special, unusual
risks related to the disposal of the device;

n) Ak B AR B L IR B L A R R R
0) medicinal substances, or human blood derivatives
incorporated into the device as an integral part in
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Checklist according to annex | of the Medical Device Directive Al Standards, other directives Documentation (test reports, protocols, Requirements

(MDD) NA and other rules applied by literature or reason for no applicability) fulfilled

) 1 . SR/ manufacturer TR IRIRG, TR, TSNS Ok / Eail
T e o 1 | BTSN, S plaidd oy
: ST X

accordance with Section 7.4;

O) UL HAZE 7.4 FRFITTR R 23 4h & — A F I 24 BN if
i) it

p) degree of accuracy claimed for devices with a
measuring function.

p) A M T fe P 25 B 150 B 7 R (RS

g) date of issue or the latest revision of the instructions
for use.

q) f U TR A B AE LT H )
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