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XERAEEEE. REZNASXMEFXHRITFALBIRN, DIRTEEMM
SRR AR FF R IR RS,

HEETTAE | BNSTF IR EEHIER (HT-CX-73- 1030 i b Rhg - f o S g i e -

HEE T NE | BSHIHETRIERs (HT-Cx-7. 3-10) 3T ik ahig i 25 E e E -

QR RITHFEF (8RS HD/GP01-10-2015) Jigitisimidsl]. MiaEE e
FEFIERIE. @

TS TR | ORI ERITHEF > TS RENERit. < ‘

B TERATRA IR SRIN, RESH 5 R R R BOH B & B B
W, . WARIB R BSEEY, RS RBIRTE &A1 B A R S S AT
O, BRI T

% [E 820 FILFEIL:

“Each manufacturer shall establish and maintain plans that describe or
reference the design and development activities and define responsibility for
implementation. The plans shall identify and describe the interfaces with different groups
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or activities that provide, or result in, input to the design and development process. The
plans shall be reviewed, updated, and approved as design and development evolves.”

FAFIER N 258 AL — MR S B IR T AT & SRR K E HASE I ER SR AN SR X
Po REBNHFEMELEAIBATFLMEENTRIEANTEN Z BRI SR, XLTF
HMEB@AN . FEERT. ZRVBEERITMTLAEREAITHR. B, FEHUE.

15013485-2016 ZEIT[E L :

The organization shall plan and control the design and development of product. As
appropriate, design and development planning documents shall be maintained and
updated as the design and development progresses.

PAN SRIFZG mANTFA L. BEERTMF LR, &ITFF LT
RIS & SR THEIP FIE #h.

During design and development planning, the organization shall document:
R & SRXIHAE], BN ST
a)the design and development stages; & it & BIM EX

b)the review(s) needed at each design and development stage; ®M&i+FF &M
EZFR R R 4%,

c)the verification, validation, and design transfer activities that are appropriate at
each design and development stage; i& B T8/ M&ITAF &M EAIERIA . JUEFIZ TR
HeiERN;

d)the responsibilities and authorities for design and development; i&it+H1H % #ER
AR .

e)the methods to ensure traceability of design and development outputs to design

and development inputs; {RUEI&ITFAFF & i\ Fka H BB IR 7555 .

f)the resources needed, including necessary competence of personnel. FrEE Y&

iR, BEALINALERAL.

A RARRRIEIRE TIE, FARAMRENZH LR RRIBIHEZEMHATIE, SEFBRMENIZZE
MrAFRAETIE.

BT BOHMIT AN S EETASIE DI, MRMZEER, EIE
R REEBEZHIHERMIAMER . MBI RN LSBT BRI, R
HREF.

E[E 820 FILFIL:

Each manufacturer shall establish and maintain procedures to ensure that the
design requirements relating to a device are appropriate and address the intended use
of the device, including the needs of the user and patient. The procedures shall include
a mechanism for addressing incomplete, ambiguous, or conflicting requirements. The
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design input requirements shall be documented and shall be reviewed and approved by
a designated individual(s). The approval, including the date and signature of the
individual(s) approving the requirements, shall be documented.

BAMIER N 2 E ML — N EFRRIESRERXOTERT SR ETE
H, BEmAMERENTKR. ZABENLBE—EBLIENTE. AR, FEFK
BB, WIHAARNT KN HiEEARBITIER, FHEEMUE. ZitE (RhaiEfhE
ERMAZHNEFMEED MNHTLUER.

1S013485-2016 FE B :

Inputs relating to product requirements shall be determined and records
maintained(see 4.2.5). These inputs shall include:

5 @mBEREXNMAN SWHE, CRNIHAE. AN EHE:

a)functional, performance, usability and safety requirements, according to the

intended use;ThgEME . #REME. ATAMFREMEK, KBEFEANAIE
b)applicable regulatory requirements and standards; i& F 935 @ & M K Fntr
c)applicable output(s) of risk management; JX| k& & T8i& F A H

d)as appropriate, information derived from previous similar designs; 2RRiEA, 3k
BT EEERITIESR;
e)other requirements essential for design and development of the product and

processes. $t 34~ mAMI IR ITFAF & TR EH A ZETEK;

These inputs shall be reviewed for adequacy and approved. R 311X L£4 \ Y 78 431
BEITHRZ, FHbE.

Requirements shall be complete, unambiguous, able to be verified or validated, and
not in conflict with each other. ZkuAi5e®e, PR, REWBRRIASKIGIE, HAHEE~%EH

ENBZENSE RS T XA MOERNEXENR, WRIZ IS0 WRNZRAEMA K1
ELEMLART XL,

(ie) L ARERBITFLE X ILE.
"ﬁ‘ : '7' e i |
lﬂzﬁé+i'“” SR BREBEHEMRHOF SRANEPFOHCENSKE S ARIDUIEN P ERETSHD 20T

MEE— g, | BiFAEEAEEERESMN EFTECYY0876-2013 BRI R B+ >
iRE

F=1—% WA R R S5 S mAER, SFERW. EF=FAR S TR
KEL. FPRBARERSE. WA RMHE N SERIRE, FREHERIER,
£ [E 820 FEICJHE:

30 /

=




Each manufacturer shall establish and maintain procedures for defining and
documenting design output in terms that allow an adequate evaluation of conformance
to design input requirements. Design output procedures shall contain or make reference
to acceptance criteria and shall ensure that those design outputs that are essential for
the proper functioning of the device are identified. Design output shall be documented,
reviewed, and approved before release. The approval, including the date and signature
of the individual(s)approving the output, shall be documented.

SMIEBRELRERES—EF, ATREMERLHALE, NRAT—F
BRITRAZKRNA DTG . RIHEANEN SO ERAEZIVEH B RIEX LR
THRESUME. EAXLHENEEEREERFIFZTER. RitmbNIEXHL,
HEEBATRNS L REZFHE. ZitE (AheEttEmbrARNZFMER) MNET L
IER.

1S013485-2016 FE[EX :
Design and development outputs shall: i+ F1FF & i B 24 6145

a)meet the input requirements for design and development; FF&i&itFF LMK
2K;

b) provide appropriate information for purchasing, production and service
provision; 2 IENAIKM, £FMRFER

c)contain or reference product acceptance criteria; €& 83 & 5 | F3 B0 AT SRR ;

d)specify the characteristics of the product that are essential for its safe and proper
use. ik = fa R £ FIE B A 58 == s

The outputs of design and development shall be in a form suitable for verification
against the design and development inputs and shall be approved prior to release. &t

MALZBEEH N SFRIRTMTLBMAZR, HERBRITAISEIRUE.

Records of the design and development outputs shall be maintained (see 4.2.5). iz

RERITFALMEAIER. (F 4.25)

FThRAY 150 Fn<[E 820 #R5EIA T “I&ITFF & BY4 B H AR T L B A EK,
HEREBRITAISEIHUE. ” AN X SEF M EZELL HtEZEERNIEE,
ERDEM, SUEWITTIIIE. SARREAN R, EfpaERmt, XM, 3t
B, —EEZAEXMHEET, BMNEL—YITIEEIRELL.

= E P
HEE=+—5- | WFHRN HIZ-01, HIZ-02 FH RS A =0T, “
— AR ER PRI
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B=F 2% NSRRI RS T R B ATT R B g3, DS
B AITE A I AE BROA B 2877 i VG AT 7S DABGIE, B ORI T AT R & A A

E[E 820 HEX R :

Each manufacturer shall establish and maintain procedures to ensure that the device
design is correctly translated into production specifications.

MBS N 2 S A 3P — N R SRARIE SR MO T IE ARV AL R AR = mRAR o
150134852016 EL[EL :

The organization shall document procedures for transfer of design and development
outputs to manufacturing. These procedures shall ensure that design and development
outputs are verified as suitable for manufacturing before becoming final production
specifications and that production capability can meet product requirements.

AR 243 ST IRV RTF R MBI SR @ 2 OSBRI . X MR R M ARAEIR R
FRMUIGUMIE, FEFRB BT RAGIE AT A5, HEE5=RER
MR

Results and conclusions of the transfer shall be recorded (see 4.2.5).
HEBRNGLMERNH TSR (L 4.25) .

BRNMEAEMRAEN, FabfzEftsBEwN, BEANANAEMLBLEER, B
MNAREZZEMEE#RIT. EEMUSEMETHLE, XE~q, ESSRERNELE
A NAE PR B RIS = —Fd 2. B RTAVSRIEME TIRITHER, RIS~
AR . HERTFHRMEIRE = RIAITIITER. ZEHTD T, AFNIHERMFT,
B R MRS =B SLAMEE

BARETHT & SR PR B AP IER IS E R E R 11200+ 20ppn, B HCHAME
B f (05100003) , HOREHISEMMER 1225~ 2750pm, SHRTHF &R
T

HEAEE~SRAR. 78, 2FeitE, maeiiEEraE T RrE=ER
B fRlocftd, FEARSEFNR HHTERITY, BrEEeroctif
BEAET QM40 32 4TENET—H; AETQMEEEEESR, AETQM7.0F @]
MEE=1T_"F 43380 EL . AET/QPT Jigitf0H 23THIFE p4 8.7, AET/QPT.1(BYEF1HfEeT
& (R BRI T RS FETELA 3 BErEEEArE AN
Pt EITIE . ESINT e R I R L RITE , BESHER L2 R BB
TR -

MEB=1_7F

-

B EFRWHIHE, — S HEFERRER (DPIP, XHHKEE.
MIBE=1 "%+ | sCF-WC-01-T-DPI-P) FoHlEMEEFREH#TF, EERESHEL
FREHERE T mRENERE. BFRmEIRBIF. «
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BEH=% DUNAHERGHIITRMEEN B ZHTFE, REFFHEER AL TNE
AL R .

E[E 820 R :

Each manufacturer shall establish and maintain procedures to ensure that formal
documented reviews of the design results are planned and conducted at appropriate
stages of the device's design development. The procedures shall ensure that participants
at each design review include representatives of all functions concerned with the design
stage being reviewed and an individual(s)who does not have direct responsibility for the
design stage being reviewed, as well as any specialists needed. The results of a design
review, including identification of the design, the date, and the individual(s) performing the
review, shall be documented in the design history file (the DHF).

BAHIER N 28 AR — DR R LURIEAE R0 T & BB R P B T 45 R IE
AU BERG IR FISC . ZAENSREERXEHTEZPNESSEHER TR
TR AIRENRER, ETMRPIABFEERTEN LA, URAENER.
WITHEZNERN HIERERITHEXXEF . IEERAIFRITRA . BEARLHE=E %
A5t

150134852016 L [EL:

At suitable stages, systematic reviews of design and development shall be performed
in accordance with planned and documented arrangements to:

EEHEAME, MIERFERNFEUH RS RSGRR T LEZ. LUE:
a)evaluate the ability of the results of design and development to meet requirements;
AT A L ERFEHKIBET;

b)identify and propose necessary actions.

RAF LSBT

Participants in such reviews shall include representatives of functions concerned with
the design and development stage being reviewed, as well as other specialist personnel.

B ARN SRR LM EREERRITA R TR A 5.

Records of the results of the reviews and any necessary actions shall be maintained
and include the identification of the design under review, the participants involved and the
date of the review (see 4.2.5)

ARG RFEMLERNFERAEXICRE ST URE, ICRPEEHFEZ TR
XA HZBEH. GRg) (W 4.25)

WITPEMEREAR, NMZEFETE, HXFHRERAME—LEXAMNERET
i, ER—EFMERRITMALBECHIIARBECHE. BEAE-FE, BEFTEER.
BT ZEHE EREERRITTFHH, XfIE.
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(REd ® R RRERTITFENXFVHILER,
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REIFHIEIL
FH=H% NN BXF B AT R BT RUE, LABRERBCTHAITT A 5 i R A K 2
R, FRFFRAESS RAVE T B HID R

E[E 820 FILFEIL:

Each manufacturer shall establish and maintain procedures for verifying the device
design. Design verification shall confirm that the design output meets the design input
requirements. The results of the design verification, including identification of the design,
method(s), the date, and the individual(s)performing the verification, shall be documented
in the DHF.

BANGER N Y MR — 2R T RS WMu#ouﬁLﬁféﬁmuﬁﬁ
HEFSIEITAE R, BITWIENER N HIEFEIRT AL, XEEREIFIEITHR
%IJ\ /Z-E%\ Hlﬁﬂ%uﬁz E*?EIJAJ\O

150134852016 L [EL:

Design and development verification shall be performed in accordance with planned
and documented arrangements to ensure that the design and development outputs have
met the design and development input requirements.

W R & SIE R SRR R XIGF IR LAY 77 SRR SEME, AT ARIEIR T AN3EIERY 46
HEEB TSI I A IE AR EK .

The organization shall document verification plans that include methods, acceptance
criteria and, as appropriate, statistical techniques with rationale for sample size.

PANHEIIIETR, SFEF%E BEZE MRALL, BARKNGEITHRAR. G
1)

If the intended use requires that the medical device be connected to, or have an
interface with, other medical device(s), verification shall include confirmation that the
design outputs meet design inputs when so connected or interfaced.

MRETRMNTAHARRSEMESMAESEED, SXFRESIEORN, KiE
R S BRI L # R I T RIERR . (GE)

Records of the results and conclusions of the verification and necessary actions shall
be maintained (see 4.2.4 and 4.2.5).

FRBMIEL L FER AR L ZRIEIERICREBN T LURE. (W 4.2.4F014.2.5)

BReEE—Rm, E)IZIE LRGN, WER “WIE (verification) ” FLEF
e, EILMERMNEERATIZFIA, (ERAKIZHEITIEMIA (process validation)
HLRETFMNEIERIZHIE. EA4RT, ?ﬁl%ﬁiw%ﬁmﬁﬂT,ﬁmﬂﬁmm
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BRI TR TR T . AEEARSEEN, FEEANL S ERE BT EE =
BT TROIRIE . RISRIEEIT & 1R R B R — T E] T .
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| P=T s maRR AR, bk ARARBTRE, |

o &

-y

=
e 5

— ' & » - e | & * 1 wi " T sk o W#
¥ =+ | ERITFEARUE, KIRrFAABRFFRRE

BTk S BRI A AT A, DUROR™ i A R B3 PR ZE SR B
BHIAERESR, FHFRFFFRING RAEfTL Z KR

FB=17 % BAARAIG RV BEE PERE VAT . BEAT IR R B I B =4 155 BT 2
e PRI IE A I ZEK

£ [E 820 FEILJEC:

Each manufacturer shall establish and maintain procedures for validating the device
design. Design validation shall be performed under defined operating conditions on initial
production units, lots, or batches, or their equivalents. Design validation shall ensure that
devices conform to defined user needs and intended uses and shall include testing of
production units under actual or simulated use conditions. Design validation shall include
software validation and risk analysis, where appropriate. The results of the design
validation, including identification of the design, method(s), the date, and the
individual(s)performing the validation, shall be documented in the DHF.

BAMEIER N Y Z IR — M EF B TEIESRMAIRT. RITHAN SENERF
BT (R~ &GE #ORSEZFNY) #H1T. WITTHIANSRIERWATE ZAIF EFRE
REFZRMTAACERER, &I HIAN S SR SLPR SR E R F 4 T8~ R8T e
e WITFIAN S 815E SR IIEMXE 5. BEEIZIHTHNRE. 7% B#. =
FefRIA A SR A S R Y HiE RA R T B3 .

1S013485-2016 FEIL[EL:

Design and development validation shall be performed in accordance with planned
and documented arrangements to ensure that the resulting product is capable of meeting
the requirements for the specified application or intended use.

W RIFE & A R SRR SRR AF RIS AL B 75 SRR SEME, MTIRIES= fR BET5 7% E A
&R K TR IR E K .

The organization shall document validation plans that include methods, acceptance
criteria and, as appropriate, statistical techniques with rationale for sample size.

HANHBIINTRIEES A BEZRE. WRAL, BAXNREHRAR. G
1#)
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Design validation shall be conducted on representative product. Representative
product includes initial production units, batches or their equivalents. The rationale for the
choice of product used for validation shall be recorded(see 4.2.5).

W HRIARL X R SR IE R RIMBASTHE . RN REIENE REM. HEHH
FMNMY. NHIEFREFRTRIE~RmINGEITEAR. (I4.2.5)
As part of design and development validation, the organization shall perform clinical

evaluations or performance evaluations of the medical device in accordance with
applicable regulatory requirements.

BRI M TR —&RSY, BANH—aHENAEREN IR R ITN ST RET

A medical device used for clinical evaluation or performance evaluation is not
considered to be released for use to the customer.

AT iERIFN S BTN BV ETr 33 A AT AT AR FER .

If the intended use requires that the medical device be connected to, or have an
interface with, other medical device(s), validation shall include confirmation that the
requirements for the specified application or intended use have been met when so
connected or interfaced.

NREFFFEMATEARES EMERMAESEED, SXFEEESHROR, G
R HEIEERERMMEARIRE LK F2FE80IER.
Validation shall be completed prior to release for use of the product to the customer.

Records of the results and conclusion of validation and necessary actions shall be
maintained(see 4.2.4 and 4.2.5).

AR EREZRHIAN ST, WANGSREEMOERENICRE TRE
(L 4.2.4514.2.5) &

BXSRIE—RM, R LRFHEM, NEN “WL” sElmK. ARERHE
Rz SR S H SCIR A A AB A M2 T X IE.

F=tE% AN X RTHRF RFESET IRBIF R DR LR, N X
BRI R E ST IR . RIEAFR A, FFESERERT1S 2IHEHE

E[E 820 FILFIL:

Each manufacturer shall establish and maintain procedures for the identification,
documentation, validation or where appropriate verification, review, and approval of
design changes before their implementation.

BAHIE R N B ST MR —MEF R S AT A AR T B B THEE AR A
IEX. WIESENEVRIA . BRI,
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1S013485-2016 L [EL:

The organization shall document procedures to control design and development
changes. The organization shall determine the significance of the change to function,
performance, usability, safety and applicable regulatory requirements for the medical
device and its intended use.

AN SRR RIZENRT A L WEE . HANSHEETRMAIINEE. RIE.
ATH IE\ ZEMMESHENERMENTPRETENEER M.

Design and development changes shall be identified. Before implementation, the
changes shall be:

LA R LEENSWHE. AT, TENSH:
a)reviewed; BE#%
b)verified: A
c)validated, as appropriate;i& & HI5G I ;
d)approved.ittif.

The review of design and development changes shall include evaluation of the effect
of the changes on constituent parts and product in process or already delivered, inputs or
outputs of risk management and product realization processes.
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Records of changes, their review and any necessary actions shall be maintained
(see4.2.5).
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