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,.^la -. rfr,-{Et 
*11/J t

H,,t+H!ffiFi#tr;
-@edwJffi tfiJ\ {f etrgRfr!?stfi,;
-H T,fa4.Effi &ffiEn+.ffi"&^Ht*$ffi "

txun :  GHTF/SG1/No7 \  z2or2,EX S.  r1
3 .12

Er?€Ftfitffi medical device family

fi lE-rtr 21d.,hil-rl"q,ffit|€ ill^g.HH*4A.Tf,HHlfrffi fifrlf,lfH lE kl4AiAitf,r'ElfiE++'lt Ht
ffitlE_ft #$ffi.
3 . 1 3

'Et BEi+{l} performance evaluation

ifE ffi/rltfrW.ffi!ilffin4& iEWrli>B[trf #Sffiqt[,^H1f,HHi8Ht frYir "
3 .  1 4

-b.ffi'trHg post-market surveillance

\Y€ffi4,a.ffi ^e% -Lfr H! E,?#$ffiff {+ tul1- g,s-frtJF.4"frffi.
3 .  1 5

Ffr Product

trf5 tuT#R"



ffi , Jf E.I Ut W. +F#El fE Ji Ht
E ̂ E.A it& B! ++,t* "'tfr.ffi'l+ +t N e H EH M

ET GB/T leooo-2o16 rFEF!E_J["

Kffi:
ffi{ ffi H ?q, rtF ffi tr }trfr Ft,ffi Fx E H * & F!

€X 2.22)

,fuh

ffiry
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E 1'  ATttJEf+lEff iPlFff i4fU'
-ilft-* (in:affi);

GBi+HULfEJi.?4) ;
--69.l+ Gn E attntlLffi,E lD ;
-ffie,HMH3nili}Bif; ) "
i+9Pffi HAtrT6lEltrffi+5lJ tu,FX4}+AFI,tstr'y tftfrV.*.+RI+.{E{+EI}fiffi,lsfr#f F'RTFffi H0+.+rt
h" Irt in,Fffi" l\+"ftH68{+(fiftff i). i f tfg,l+fr#t(iB,l*#4.s*tri&),yxl+(tn,E.ttuL?tfri.+M+,499.fr
+ ilS ) frE EF. X ( iE fH e ,,\ R Ffi fifr.ffJ FptF inHH Ffi tE Ft "

ii.2, hF..+:trHEftVHt 'Jf ,H.EEt*fiffifpntrl,*fr*,ffiLffiFfrFIE ,).-l f.'tfrt)Jffr#R" Btr..+fr\Wt*trItb&,MIgn,
+ftL*ffJHMFffi (inffiWffilbfi!it+ ) LFfiftFt ffiyfrdt;

-ET\NETftHfrtJfiMFff (i[ ) t-FfrfrF1,tu1.ffit)1;
--fr,MP ffi Htt,fi(iE
-hlpf EdtJEfi
#.1+frl;,etl
rE{+JEHE H re& E0++,t+ " 6F.4+ffi,n
E'WMIf+

)E 3,  "Ff t "

[xyF,
3 .  1 6

3 . 1 7

3 .  1 8

3 .  1 9

*[6
frttr

* ,  i €

,xtt3fr
thE

E r 
t',Xt

[* i ,n,

M]6HIg
HTFthA
t*ilH ' YYIT o

fiffiEHF-4fr, sterile

FN TiHT.++'JfrA+HE{EFffi
t*Un ,GB/T 1e633. r-2or5,EX 3.221

3.20

fiHEr?€Ftf,i sterile medical device
ffitrffi,8fiH9* H! tr)?#$ffi "

E 1, x,f F.'ft +# ffi,fiffi H! 4 *, q & Ff; i6 H H! y* *L F g d ffr /& #r 4i "
, t ' l  

'

4 ffiEffIE{SE

4.1 ,_ts,F*

4.1.1 AtrAAM.tEflR4\f,n/& F!4rFffiEH H!fS*Lg*,14trE ErtrWRMFXX.|++{*++^H H-lf..,W "
1) W. GB/T leooo-2016 , f t#.



YY /T 0287-2017 /rSO 13485 ,2016

tHzAM^&flRAffi /fi EI E ffi Ht rA *L F * e n . g i& ffi ifrf+ ffi WMfi I l+ tuI Ffi Hg rF . fE F . ffi A El
afiF o

tHtA IfrW^H tr iE H h.l * *4, F rR T r[ F( +tr Ft - + fi,& + ffi Afrt FxX I+ "
iL, tE"q., Ffi &+E ffJ ffi tr q frA @+fr ftU E ffi . & in,ft t . ff tr H' EX 4 6H H .

4.1.2 Al tArf i^ ,
a) 4 ffi'ttrr1A+E tuTffitr Xbfrfr.nFtrrtrWKtfrffiHttffi&B$r jtf5 trW+4HLA+H!DH ;
b) DHETFI.IO ffi }rAtAtrt|EE€]s WAFfrffiHtE gtrfs i
c) fft fr ts:}jilfgHlJtmJF finffiE-tEffi .

4.1.3 xf T€+trE€Itr l+Aitf5 ,4,t1rfr.,
a) ffiEFfiffiH!/&Itl fnfrI*,t))
b) nhLxtrItftl€,r,9-ffJw fffgPlH?L;
c) gtrfid'FH!ffiffi ,EI;
d) Xfi,ifl , iflU E (
e) rgnffiLft

4.1.4 ztreArfi.& *-hfffED '
a) iY+Jl
b) i+tJf
c )&

4 .1 .5  #28
tHzAM.'XW
tl'*FFffirg
4. 1.6 2H2A

+R(+M.ffi)t
5#ff

fiT:+AfttJ.
H'l fit lbfr

H EfrD X{

D{frHB

4.2 t{+E*

4.2.1 ,_ts,nU

trE€'Et+KI{+(
a) MFI:y.l+trrffi.Efr
b) ,lFESIft;
c ) +ffitEFfr* >& ffrM FXX(+ ffrtEHfi iilt
d) tltRbhfr-ffJ h ffi lxHff fga'if ffi tll . ia ?Tfn +a ftiJ ffr ffiHt I{+, @Tf; iE * ;
e) iEH ffJt*ffiW>F*I,E plt{&I{+ 

"

4.2.2 f E+ffr

ttrqv ffiffi{ tr€+ ffi , ffi.E+ffi €'tfr ,
a) trtr€'E ld?.frlffiffi ,E+tltlttrulddniEH tu|l+rlinEEfrrEH ;
b) trE€rtr 4+4tu1V ffi,X.t+tu1ffiF4xf49 I H ;
c) trE€tE t+Ki$fE2.lpl H!fHE tEffiB!tit "
tr E + flft D 4Bt i6 tr tr € IE {+ 6 ffr X.l+ ro +q "

I,tJkl#R+tFF
tsejsf5;

ft DJ ilq rch+bn/&+ffi,E i6H H0 y**4,9
>F ffi E H F! * *4, 4 >F €'E X W ffi,E tr eHWAT f5:

H!4>R
*Mn(iJP

r+a+
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4.2.3 E,?€Sftt1fg

2H2A M. h -E +tr )? *$ ffi 4 4 4 tr'? #$ ffi ffite n +,f+ f+ - f fi, 4+ r fg, r +\ @,a4 I I H M FXF! r
ftuffqE f+6++6/eg*ruEH Ht*A*I,F* "

Ifg H! A6D E+frIEAFRT,
a) tr)?+$ffi pltBf 6 . rrHHr6 /ffiffi H H,l ffi&n ie,@+frFfiH l€.ffiifr,w ;
b) Fffi*Iffi;
c) ftUE.€,# ,tEE.4lEffiifiiE H,liLffiEIfEJi ;
d) iltj€ffiXfi,il,fEF;
e )  EgB t ' ,E *4 * ;
f )  EEBt ' , f lRff f iJ i .

4.2.4 * {+f* #l|

EE€Itr ffiRffiE>F fl y.t+DT1AftU. iE*E-ffi Wr/"+4 H,lI I+, rfr^Wffi 4.2.s ffJry.>&it4-
+aftll.

Mffi.X.T+H!fEJSD }fl,fr.DjT}E Ffiffi H!+Aftll ,
a) h lp-X.l+fi|?ffifrtr,X.1+fr.68fr4+F|Jif F' ffitt1,tE ;
b) rz,ryBfxfJc{+trtTi+F'58*f , *HrRtfttF ;
c) 6hlf.X.t+tu11nft lbiTfi# ffiFtht+fUiAFIJ ;
d) 6?R|*'IP.H4LE-J#'+Effi I{+ PfrH *ffr.# ;
e) 4hlilX-l+{*f-r*i#ffi , D TiF,ft\ ;
f ) BhlxrE ry,FfiEh€ H'lffitlj frE:6'r1ffi.E€rg{A ?Ffiffi H04'Xr t+4+g\8 frlJ ,+f,tfriJ ^Hilfr.;
g) D'rhI{+H!+fi4rI *R.;
h) Frt ]L(FIE.X.T+frTIFffitr{FH , Xf EJ}-bI T+fr'4fi.Eg H,I&rii,A, "
zHtAM.fihIXX-(+tu1Feh4FSUtrH'+lt*FllEItu"EH'l^H4eH'+lt*Ffl Pli+H'ru +W,W,&.+Eft-HtB'+lt*Fft

DFEtf EtHf ,ffifi FE H!fHreHFK#f .
x{TE4'rfr.lR#-It}WtFEX.l+ ,2HLArfr.*tAF='HlXftH FR " tfrffipRD ffi1xF.,}--ft.1- g.2Atfr*tlfrWa,

ft+#Mi"+fFs9A 'El{+F[E$jtr)?#$ffiH!fftlEflifr&H'lI{+,m,H-[ lfrZ^,]-TiErt(-tL 4.z.s)dEHH!

4.2.5 ie*#ftll

D'ffr ++ id * tll +E,f* f+ A 4 * ffi tr E € rtrW 4 H ̂ r,.,e4i F! itr m "
4flzl'rfrggnfEj++MFXX.I+ ,U*r,fr.tEftH!&niA ,f+tffi.EA ffiftH11t.fd* ,lfrHEf 14 ffift.H.tfiffi

H!+AffU.
& flR EH H! 7* *r,4 * , nzArfr.xf iE * + a A f,tJ RM rcR {H,H, *r,E+ * fr64il+Ft t* "
iE fr D,f+ ++ ifr w, n T j.x, 5{ ffi & H " id * H! E EI D {X ++ 4 tA, 5lJ "
ttr4Arfilft&ie* HlH pRer' htytAFfi*r,Ept4EH ffir**l,F *tfrNAfrH! Er?+$ffi Ft #ftffi, m^_Et

6 M. MtHLAijf..41 E )? # fit ffiT,'- T E +

5 H#$tr,F

5.1 HIE?E(iH

ftH EItrE M.tril DJ Tif;A ' xf ̂ Hei. *ifiEE€Itr{A R+lX++ ̂HH-,*:y+.il18<tYWf*ilffi ,
6
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a) FsttrzRl+*ffi ,ElDf FF>R U EiAHH! rEiI,F>R H0 EF'E ;
b) ft{EtrEfrE|;
c) EfrlPftitEE FlFr;
d) fr?-trwisfr';
e) ffilYWffiB!4tf,{+{It.

5.2 DIJFFF *rXEfrF-

ft H tr TE# Ifr ffi MFN&4 * f[ JE H H! rA *I, 4 >R {+ SU ffi fril ffi ,8 "

5 .3  EEt t f

ftH€Is#M.ffitxffi.afr+r,
a) fttfr.AtrL\H\R E' ;
b) E,+fr xf iffi E.g* ffi {*f+EE€}944 6H -*,'l+Ht AiH ;
c) nfrilEffii+F'trE H ffifE{*tE4€;
d) E'HAAA'+gUY6iEffiTEffi ;
e) |aI+&iEH'l4FH4+SUi+H' .

5.4 ffitlj

5.4.'t EE E tfr

fr H € Ttr E lfrffi IXtr.'E"4AfrI fH JE 4R frAffi E TA.L E N tr E H &N, ffi. E H f6 ts, +fi ffi tr E H ffi rX il. g *
ffi r ffi g 8 ff ffi H,t A 6 . E E H &n & E 4 il|J E H!, + 5 ffi.Efr +t,ffr ++ - # .

5.4.2 EEffIg{fiaffilil

ftH€}E#lfrffi'X
a) xf E'E€rEI+R#:41ffifr,lJ, pJffi E 4.1 H!F>F UN-ffi.E Fl&n;
b) ftffin1fi qr6 ffi.EtrrtrwaAEBttR++H ftM,y* "

5.5 4,trf;.trFR5t6iE

5.5.1 qRHfETT.FR

ft H € IE H trvffi 4R4X fr ru fX FR {+ SU fl, E, W FXX. l+ + E 9E 2A Ft i4 iE .
R H € Itr E I-VW Ffi €' A + Xf ffi. trH *R' fifi H! € 19, T\,Tt ffi h.iE T (F H!   fi F! f H E X A W FXX. ff , * N

frh 4+XftFI B $-b,ff * Ffr il,E kl rA v'14 ru 4x FR "

5.5.2 Hrs#ft*

R H E TEE IfrftEi'EEF f"O E -^ tr ffi, fr , Irjib,i^ il,fr AH{t, T ffiH'I 4A fi iN {4, D {F^H ^HAU T' E
H!4RfiflfXFR,

A) ffiLXWffi,E€Ttr{A AFfrffi fulfrTEMFTI{+ )
b) E RH € WE TF.EE€€TE WA ffJH -,*.,Y+.frNffIEIIAff fI ffi * ;
c) ohlFftW+e\q^ aCHffiE i6H H0i**I,E>Ffitrtr trw4+6H>R flHi.X "

5.5.3 FJ ffFtAiE

ftH€IEEMffiffrtr9H9F,^eniEEH'lYAiEitf5,#ffiL+xttrE€tEl+?il\H-,rh,'P+.fr.'4-WE"
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5.6 HIgi+F'

5.6.1 ,H,nl j

2tr2AV>w€'triTH'tiltrfit$xyl+" ftH Ew#M.ww.Mlkxt+F!ffin{FlEf r{rEffix{ ttrzAv,rffi.EE
tgFKtrfri+H' ,UffilXH++4F!i6H'fS ,frl''l!frfrHllh'l$.. i+H'D Etfri+Ufrh-frffJtl.+frEffi€€ruff-

M.IRH€}EirF,HOiEft (N 4.2.D "
5.6.2 i+F.ftt^'

€ Ig itr H', Pl ffi   D €, +6{E Zi pR
a) E-ff i;
b )  &}FAH;
c) %M.EUL
d)  FM, ;
e) ilfE
r )  f
g) ALI

h )

i) t)
j )

k )

l )

5.6.3 i+

€'triT Rfrruffitrfi,a) {X++
b) 5vntr
c) rtfuDiEH
d) Kffiffi*"

6 fi 'HHIE

fr ilHfE{*

ttr4A |fr.ffiE if F{* tfi ffi ffJ W {R, t)),
a) *ffi trE trWt+A+{+f+H H -,$"'lL ;
b) ffi tr i6H #JyEfnW>Fffi DfBFt.

LJJ'frilF.

4T16 *ffJ+\H.ffiijl|.&FE fir?fr]d*,^#*R rtAFffiE€r tFffJ^ftD€ffi,ff F! "tH rA Ifr.W ffi n EA )r, +E t* Ffi ffi B! 1S iJ I I fiil nfr IR LE F.t H i.A + _ + *, 4 $!ffiM FL X. I+ "2H2A1fr.,
a) ffifr. ̂#ffi sf,JPffi trE:r tF #J ̂ fr Ffr ffi H& ffi frUt ;

6 . 1

6.2
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b) E{*iBijll 4X4xH {,tuffiffiuffi4+*,lK++ Ffi ffi f,\frY h ;
c) 1+ffr ffi XE(ffiffi ffiHi;d..'y+. t
d) bhIfrt1 q,kll\F NWFfr ^Sif; dr HlXffi ,14 f,ilEg,El, U N.tnlT h *fln ffi,E H fm,ffi fr Fffi ;
e) IF'W+f-H.f.Bijl l .&68 ffi%WHti6 EiE+ ( n 4.2.5) .
E' xt T E,f* 1S iJ I I Et X E{ ̂H {e ffi rE ffr A "*'lt ffJ thafr y* D 5 r fF fH ie F! t( h tE iE D "

6.3 Efiiligffi

T B SU f+hP ffi 4* . D.rtF ffi YE ffi ffi 6fr1*F F,H trt EI E,zlzF'il\TFfiffi H! 46SiATE H! 4* M FXX-
I+" trgHt',xriliAfrEa+fr,

a) lejfr"+rJ,TlFLhFfrfrfH*iAtfi ;
b) sfEiA6 tGp.t+ffiHil\);
c )

#W+fffiAdfft,)-# >FA,ffittt /t1#Wtfrr't
H!B{HHWMFII{+. EW&"

M'ffrHrL#-ffi

6.4 r{€ffrH

6.4.1 r, f f  s

'E"aAM
inRr

tu?ffitrMFX
I(F14.ffi

2E qlfr^,
a )W

Eft
b) 6h4R

FIfE *otsfiJ

f iHBT
T(F "

i+., H_*tr,9n

6.4.2 tE*fSftU

i6EFt ' , tTb ' rhxf l
r,\+>wfrHFfrtffi,x.l+ "

WP ffi H!+Afttj M.fi,r1ffi

Xf Tfi ffi E )?+$ ffi ,1ltra1lfrWfA ftl| M FXX.I+ ,f+.28 #fr,ts,*iSfE +'f*++
FfiE>FKIi#IfrH O

7 Ff i* IB

7.1 FFO*IEHIf f i IU

ttrtF,M.ffinJffift E.F ffi *il,Ffr ffi fil i$fg . F ffi g IL tuI ffiil| D 5 ffi.E €jtr{+ RBlfi;t fE
-w.

2tr2\ [fr.&F ffi * 9[ tr E tr, :14 Ft pO € rtr frl -_ f 4 4 + frtEM FXX. I+. D,f+ ffi x, b € ]tr ffi
(  n  4 .2 .5)  "

f*-ffir,\P ffi * I4, H! trfE +, iE g Bt', 4trLArfrffiF-UT i ffi H! FJ 6,

tu1 -8fH

dr0id*

Fffitr€,4traAMWrtL
>R D i6 H + + P 1ft&, ItFfiH +A fitI

f t  +.2.5)  .

fB ISO 14698"

ffi PlYs* ,AHLA
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a) Fffi H!trtr H &rfr4>R;
b ) ft xf F ffi tg n fi fE . I {+ ( n 4.2. D ffi +EI*W WHt ffi >F, €, +f; # 6il 1ftffiffi T(F6 B. ;
c) ftxfF ffi En*>R H0hitr,mi .,H,lfl .U|J€, tfi &ffi ifr &. 4lH,WE. rfi E fil d Eiff ,El ffi 6h til E

Fffi1*4t/&H;
d) t*4trffie-HF-ffi iffi ,94**€,f*iE ffi FfiffiHtiefr ( n 4.2.5) "
Mffi.rtJtu'1ffi H tr DJEATstr q€t1tfrHtfilfr MitX.l+ "

ii., E*{E,H.-|L tso 74eTI.

7.2 SMAHj€ HiiJfE

7.2 .1  Fn?g*Hi f f iE

'HlRIfrohF_
a) rpntrfI"E H!tr*, €,+f;xft tt e-i.H trffi aH\4>R ;
b) rvn# E*tgd ry,5, Iilfr,fr.H'lffi 6Er E f;r H!ffiHffi 6,Ffr 'r,ffifl4>R ;
c) SFffiAJeffiiEHH'li*iI4>R ;
d) bhlFE)?f$ffi trl #E'l+ fraffi x +(fr.H rnffi ffJ iilE HF i*ijrr ;
e) ?H4TBfrre-Pl[tlEFlf ln4* "

7.2.2 Fff ig*Hti+F

2H2A M.i+H' 5 P ffi A Je H! 4 * " i+ F' D f tE LA A fvntr ffii.fr rc,f+ F F, tul tsi#( fi +E t & t6 fl . t* E A
lE EI iT + u &-&*A E 4 iT+ tulFef) ffi fr 4i + M6h lfr:

a) Ffi g* e4+sJilnF.+VnXX"l4 ;
b) 5 D_lBf ts6-4H0Ald4iT+4>R e 4#f]rJffiF-;
c) iffireEHPIE*LF*;
d) 'f&fl€ T.z.r iAfil| #rltlltnF l*rrl -_trI#t+Hld&itilltnJ# 44frq ;
e) 4HLAH frVhffi E*LF.H04>F.
D'ffr H1+Ff"Reif F'FfillfuH'lffif€ffiiE* (n 4.2.il .
# Fntr I*.H WffiMFI I {+ H! F *, 4E"1' '.ftt* * tvnBg* Hfr D xf ,En B 4 * fr 41 ffi i "
# P ffi 4 >F E hE.e\., zE tA fr.ffi{* f H x I ff 1+ fliJ lbrh, + ffi 4x ffi*   fi fi iE e, F.eh.frt g >R "

7.2.3 tAiE

4trq rfi-EkDJ T f E 5 EnEH'f i4 iE i4 41 ffi kll + >W X flFfttFl t {+,
a) Fffi{H,H.;
b ) 4L rE t{ if,l . A lEl EI i,T + , €'tfrH9k ;
c) rvntrn_ffi,atfrw.ift;
d) ,t,g,EliEff.
e#A rfr.&flR iE H W W *nry-* 5 Xf, € tr"tqi6 iB .

7.3 ifii.f fn frE

7.3.1  Bn lJ

ttrA\ M.W 1ftit ffi * ft.tE tr V fixt. (+ "
7.3.2 ifii,tfn ftEffitil

ttr4\ M.xtF ffi tuI iftlt ffi + ft.fr 41ffi nU ffi *4 fttJ . i6 g H{, re E iA it ru fr E H0 iS E, D {fr ++ + E # iA if
1 0
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frlfrft-ffitUI{+.
Etft rt rtnfr ts-ffifrlJtr lf, , tHtAMW DJ T tr E W FXX.I+:
a) 1f-itffifrk#J&+WFk;
b) E+1fti+frEfrEhBktfiffiHt-f 4 44,iyF ;
c) EAT€+&itru * E W FpF!&ljE,Ehi^frr1k itwffirfr dt ;
d) 1ft:ltffi]I EH04Rfr firfnFR ;
e) Efr R1k1ttnfr frffis FuiAit ffifr Hffi  pl ET€#i v'1rt * ;
f) Ffrffi frtJWW, @,ffi 'T'*HO E fr\rt .

7.3.3 i{i.tfn frfr.ffi,\

MffiE5Pffi4>F€ *H!ffi  ,+IftHidfr (n 4.2.5) ,Br!_bm ^M.@,+fr,
a) &ffifiH ffitrffinht H'l rhftA,ftFg, trf ,H,ltlf[fiAEF>& ;
b) EH H,l}t*4,9>Rfr+6rE i
c) iEHH![tlh€]EH!-fd'3tffifr ;
d) tE g Bt',xffi T pJEfr# lD)1ft1.tfi1{H,H, ;
e) F ffi ffitrffi tullkitfinfrE fn,yffiplH,feg*.
D xf E &3 ffi ̂  f i1i+ H', U ffi lXffi ̂ Bfi, hfi E H H!, + gi +tLrE .
XD'bI M.f ,W. ?F^6, f2W&WiE&fi ,  + H6fAE_tE* t  "

i*., H.4IE,H._fL rec 62366-1"

7.3.4 ifii.f fnTr&ffiH

1k:'tffifrHffifrD,
a) if,EEitffEf 
b) h fr*ra .4 F fr8nft.+w,f*H0i6 gfH,H. ,
c) €'ffifr,91HFffif*4tIEIU;
d) fnapffi ++?tr,ih++'y+xtTF ffi Htga frEE ffi{FHEZ,,ffi F! .
lkit ffi ,l Fffi fr Pl f rt tr E A T xf flR iA ii fiE ff E ffi ̂  fr 'rl hitr, iA it ffi fr n ffi H D fr E fr ffi '4+ gtJ

+TLW "
D{fr ffitftttfrnfrnffifr frlidrt(i[, 4.2.s) .

7 .3.5 igif fn frfr.i+ F

M. ffiffi tfr ffi r'\ + WFt I {+ H! q fi F, A E H Pl th Fi xf lktt fn fi fr. W tl 4 ̂ W H, D),
a) iY+Jt1ft:ltffifr H.H!4Riffi E F>F tuIfrYh ;
b) iP'frrJ++ftiyrz,wH0ffirft .
if H' Frtr * )n E ffi. E +fr 5 r[ iY F' H'l iA i+ fi + E Y] Eg.H X ffJ ExftAFt,ft t u X. ̂H ifi,€ iL   E .
M.lRffii+H?"Rfrff{qd.'4ffirfiH0iE *,@,ffiFfii+FHoiAi+ ,wk.Ft't4)n#ruffH'H H( IL 4.2.il .

7.3.6 ifiif fn frfr.ffiiE

h ffi lxwi+ ffi fr fr.ffi H iffi ,E 1klt frn fr E ffi ̂ Fl g >R, N. ffi.ffi Fnffi flI + MEI I {+ ffr gfl F xf E if ffi +
h.fr'tthit "

ttrr\Ifrw&ifri+tll M FXX.I+, &itri+tl| & tfrl rA. +* qy.tFrlJ , iE E Ef E tfrE effi + E tr }g pl ,fr,it
+i^ "

fi R Ifr H H 1A 4 t E,? #$ ffi i€ +* E 4 iE i$ f* tr E +* 8 4 {& Ht - + 4 4 + 8 ft #$ ffi , & itr D €, +fr ifr
1 1

I
I
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q E s f+ is f* Er iE is +* n e f* Ht' & if ffi H iffi E E i+ ffi   H0 F rR .
M-lx w wiE # Rffi # it D. rz,F.wtrfi F! iE * ( _t't 4.2. 4 ffi 4.2.5 ) "

7.3.7 ifiitfn fiEf'fri^

hEhlRPF'frEWffi,E*4'EHlr[ffi4>R4tf$H6g>F,M.+kffiffi.r,tJ+frtFXX.I+tuIEflFxfiAit frEtT
ft.fr116fri "

zTz\M-wffii itfrilV ffi'r{+ ,6hi .'tftUa{frfr*. i* Ltr..rtrnlj , E g nf @,+fr€ a#aEtrrg wfr,it
&^ ,

lftit Eh i Mifrt+H'ft t'l& F F, frii. A'ft *'ltl F fi €, +f; ft in frrJ + p H. n +tL R d[ H + lEl ffi " D id
*H Tffi il HTF ffi Ef+ HIIE H ii, qE ( N 4.2.5 ) ̂  -

tFh jft.itffi* h.Eh^Ht-*F Eft #$ffi tffiRt*tJrEI,Et frU,i++Jt "H T rlfrRi*tJr&,'WftAffur
inRlfrHH6s* ,?#$ffi ,ffii rfia+f;itrgEEffiis+*4iEi
EfrLAM.E.IEJ
D{ftWffii

7.3.8 igi+

NzAN. frAFInft
%+.F.NA

DiE

7.3.9 ig

'trAAM
,EI .qA.E . ,l!f FE . q"m

Ifr.iF.fril1k
a)  rYF;
b) hitr;
c )  Egnt ,Eh i
d) +LLW.
lk:'tffiTfts-W.thHiiYH' l+ffiF ffi ffJ W B(iJ, D),& xf [t &

€IEH!ffi 4ffiS ffiFffig'4[fE
D{+ HFekx.Hi+F' ffililil,)z,tr H,lffiDft mie,* rn, 4.2.5) "

7.3. 10 iqif fn frfr.itg

tHzA M h € f tr )t # ffi 4 4 fr E )? # ffifei F^g iA i+ ffi fr n \.+\ . laX.+*D €, A eA i I H M FXftt iE ;ttlt itr EA f+ a 1ftit ru f E F *, 1a x. +\ 6 N. @, a wit ffi T f,-H.tfr.H! iE fr "
7.4 *m6

7.4.1 *n6idfE

zHrArfr.>WffiIR*ry8HlFffi r++ffl,F.HtJ*nqH H, HlfgF fitffi,x.t+(n 4.2.4) .
2T2Alfr.r€.n1++Jtffiftt+l*t H!/&flJ . /EI{r[ ,

1 2

&fl€iEH HtrS

€EItrtrf* tr iS&eH{&
f E iffi E i4,fr H,l DH g>R 4 'f, H H 6 .

ffi {frHBfr frFi.

itri6A
F"Rffi

E'f H!

V&-'I,g-ffirfiF,lid*(_t'1, 4.2.4 ffi +.2.s) "
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a) #T'f*i-t€{*ffi,8 tH1.-''9-*-H!P FotulHEh ;
b) eTIxfrffi4fi,-,*,;
c) HTXIAFffix'f tr)?#$ffiEtr tu1**n(4;
d) 5 E)?#$ffifHJ€Fl.hfHED "
tHrAM.xttxfr H!Hi{,fnFirff tr41ffiril " DH,m,f*niffiE -x[aP 

ffi Ht4>F tr\ffi-^\," M4nffi*fix
,f* z- F ir f/r rs ffi E,f* ffi   .

xf * If x [a F >F t1 Hn f 4L H M 5 tf NrAF f A X F! Ft b fH iE D, * t+ A 1ff H! rX *4, 4 >R .
D {fr H l*fr frV h fr,trtN W i+ t|f . j6 f+ . H i[ ffi F i+ 6t tu1 F" R e, H ts r]-,b if; dJ Ffr 4 l ru H'l,ff {4 M, ry ffi ffi il1

iEfr  (n 4.2.5) "

7.4.2 *n6{=,F.

+uxrffaP''ffi H!x[6{H,H.
a) trffiiIffi;
b) Fffif*qf.
c) t#.fr^
d) ffi,EE
ilHLAM6fr
EHH{ , ilTfrUr tullI

{4ErIg16
tEffiz-

f+fHre*ffi
) frrJfrtrt,ffr

7.4.3  * [A

LH4Affi.

?HED#T{*
E'8 AAfr,

f t r l
/  F t r o

trtrft|,-ffi"&.%

#tEqfi,HlDr
tFfrIflfr. "

ffiF FrW'nfr.#,

M.LRShitrid*(jt 4:

7.5 ftFfnEE#fE.f,.lr

7.5.1 *.FfEEE#fE{+HOHftlJ

+.P ffi hft. + ffi.{+ D T ffi trJ . q ffi . H i[ ffi +A ftiJ D) ffi IR* Fo tr+ + *LiE . iEEFf ,4F+Aftil M.EffiIEA

a) rFfr[eF+Afi{ fEFffi fAfilI frt*.illt.l+ ( n 4.2.D ;
b) #E#'1kffi,AE;
c) qf6jif5 *WffiPffi ++4t HtHiI,ruiI!|E ;
d) tft1Ffil{EHH,ifl,frifl|J ft.fr.& ;
e) xfffiiEfr€,#gffi Ifl,F-'ffiWtF ;
f) *ffiF Frffij:.t,f'Ifflt,f{Fffidl "
,H4AIfr.hE- 6EI€-+ftE)?+$ffien+ RHiE* (n 4.2.s) ,ihie*fE,f* T 7 .5.e *nre_H! 4 E iFi

1k&Pl4>R;

fuI q,rh *trft & itr, 2tr2A I"nE *IM{H,H. + xf +t{

1 3
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'Ef yfi E ruf5tr H'l {H,H,++6 ryE fttl €ft€ fiE+w,rLrTg&€ " N.M,w ffi+w,t\1aiE 't "
7.5.2 FponHIHH

fT r\'lF A, T, ttrrA M.\4F ffi H! iF i# d i5 * +A trU E *M FXy {+,
a) Fffi EN,HEI{F,H ffi fr tlel.fflriHi# ;
b) F ffi F-X11nffiMrt'€{+tr ffi trEx.ffi EI{FH Ef trtT?F i#A}tr ;
c ) tr ffi tr x-ffi EI {FH Bf 6 6E tr fT iF iS 4l }tr, {F,H Ht' H iF i# E e ie E gg H0 ;
d) a€{* ffrP Fnh1lfiffifFH , {FHBt'HiFi#EexE Effi ;
e) AftU€trf5+rt Ffi +th* frffivftfin4/ .
ffRFffiE&flRt18 a)d b) WF-*it4tff i i#,I|J 6.4.r +EAffJq>FZrtrHTiFi#ALItrEf H!

[ fE.

7.5.3 F#rEil

i6 g Ht, tH 2A M.,t4 Eft ##ffi * # 4 >F ffi q # & itr 1* 4t w wl M FXr {+ "lnR%EH ffJl,ntrF'FJ.,i.+|h ttrLlfi,HlxfrriltFffJ'4^#)-q#8tr#$ffi ,fliJtlllrfr.wlxrcf +$ffiE#fr
rfr.lR H h 2tr2A4 H,f* i- fr, t\H! E r? #$ ffi q H ru t * & itr H,t id fr uil, 4. 2. 5 ) .

7.5.4 E&.*ff idl

inFxf Etr+#.ffi,flft.+A*nEHtE* ,,)Z,F.E| ,1lE"tAN.>WflF.+ffiF ,FfrWe-ffJ+nNffiFfiWh-frtJfl\Ev
FI I {+, H T qifi EF.+ ffi il +WitrF fi F >Ft+ FU ffi ,e .

tHzA M.htfi tu tTzAd H {* f g Dfi W flft.+ffi dr iE +,
a) y)6frfr.th,fH,H,86 tFh W.ififr.,ai FLE t
b) EEHt',-}ETtrtrffiMFXMA"
M Ifrffi tuttr21&H{*}g}ft tu1flF.*ffidrfrrJie* (_r'1 4.2.s) "

7.5.5 f i  HE,?€F+rIHf€H g*

zEzAM'fftHtr*ry.ffi+ltHlXHittE4W.PliEfr (n 4.2.5) " XHiE*DE jE tfr:eiJntr#$ffi trJE-+-f'+Lr, "
7.5.6 trFfnEE*fE,f*itfEF!ffi i

E4FfrFflF.-++ftf*ilf5H'lffiH6fEdz.E frtr. ryfi,lHifi,dirrlEitnD-r&iE,+Er rr*lfr.taJffilxftFffi
fFHtr 4 flft.#*.tt tr t eIfl Ft', tELArfr xt{f {qi*F F,l ilfgtr,41nfti .

nh ̂ M.iE E B D-b it ffi HH tRE je * Iq Ffi ffi ftiJ ffJ *" R w fta h.
'HAA M.,W frffiffi iAffi E M FXT {+, fiffiffi ,AETT,
a) )Vi$fs Hti+Fruff /E FfrflAE.pti&IU ;
b) jft&#Efr/\E Wffi#Ei :
c) {FH++E tull tX. fEJi fr+* r|ti&I|J
d) i6 g Bt'€,ffi@AFAEtrTE tr,Jfrj+#fi,
e)  iE*H!4*  (n  4 .2 .D;
f) HffiiA,E+frHffi]/'#J/ETU;
g) xttrfgEEhW+W,tE"
^E4AMWHTeP ffiE[-*ft1*ffr1tHitL1sn/t+N.Hffrafti^ffitrMFXX.ff 

" tftXyxl+ffrrfr.HfrHrklfr.
T 4
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ffiEtfrT6hi^,iEgHt' 'tL4+i{+EIHDH![Dttr &,Maffii^" a x+kl+ffil^finF.nhi ffJffifr.}-rxffiifi
6t M. 5 #. I+ lfr- H H xH! x & ( a +6 xf F ffi r+ 6 *n fd H! Buir w *RtnE ) fH E D .

D{* Hbhi^wr"xffi#itu&.ffi^Ffi*-F+vffJr}9-ffifrEffiiEfr (n 4.2.4 fB 4.2.D "
7.5.7 XHi$fErtsnHEWAzfrEfti H!€H g*

ttr4A M.>WX H i$ fE frE fiffi ffi W 4 fr" tuI Eft i tE F M nXX. l+ ( n 4. 2 . 4) "
X Hilfg ffififfiBHKr. i;fr.agifiBfr 1++ltJnhi , iE E nt' , trDE tr&HlF ffi eltrffiErt*ffiBfr 4+#tl

fihi .

D{x Hffii arJ#Rffi#itu&.6hi^Ffrx-w*tr'x,g.ffirfiH!iE*(rt 4.2.4 trn +.2.5) "
i t  E*la,H.-!L lso 11607-1 ff i rSO 17607-2.

7.5.8 +niA

AH'A ffi.WF ffi ffi J,A f5 F M FXX I+, + ft P ffi g 4 H! g + J$ fg + {E H i6 g HT }. rE iF, frlJF ffi .
2tr9A lfi.f+ F ffi * r4, B'l H f i$ fg + & ,HR Hi4, fi iI|I E 4 >R j.A ElJ F fi H0 fi # " ftJ'ffi H! e F,Wft. q *

ffifrft* B!AiJfE+M'fX++Fffifi#H!&niA ,UnhlfrF.AiESrf 4>FH!tOSfitfrhEI giVtxiL+nk41frlJ
Fffi tfru,&.H.iE.{Effi4fi*.

fi+AEH ffirX*4'4>F ,rHtAMWi E)?+$ ffi+EErft-+$ffitfr j.A ffr?tkMFII{+.
ttrtA rfire.n fE F + M FXX. I+ Uffi lX E @ tTzxB! tr )? +$ ffi FE ?E j.F, 5{ E FE 5 A ffi F,t F ffi E h fr "

7.5.9 EIiEtln'E

7.5.e.1 BI|J

,H2Arfr.W4€i$n'HffitrVffi,r{+ " B$rffiJ?D,f&ffii6H H!rA*4,t**4,84€iFi,lt fflffi H ffiffiE r))
D.+URH PliE* (ii l, 4.2.5) "

7 .s.e.2 f€ ,^''E E r? pS fnI Ht € H g *

tnRffrl€.Hwt1 l+.f/#lfnr (Ffiffi,Rl++ E F EI6E+ #,wft #ffi"z^iffi,e^H*4,8 F! X+f,r,Et frVg.
>F , trI€iFi'lSrFq>R HliE *Dts +68t}-h+Hre tr R HliE ft .

ttr2[Iiltr-*+E{+ifi ffiHF.hffJHrt*,%+HH'{+ WEfr +#ffi H'lifiiEiE+ DJ{EE tfit.,#&affiry. , nttft4+
El}jid* "

D'f+ WtrEE #'lt{+,,\ tu\tr+ffi}UitPliE*(tt 4.2.s) "

7.5. l0 ,tF€ ntF

#ENEMe'E.2E zAfAfttITEI fr4l"4ltfr.ffi ,Xtlzl,zlfFH H!4f6FXF ffi -*FA ffirlLtru*- ,'8"2l1fr.+I))
j.Aflj.&iiE.{++F ffiFiiIF " #[rl{.DntrrnPfr.H*X,ffifrd.,fr-IflzFEH,Hn ,rEzlil.rfilyfrtrtft.tr+lilW
iEf t  (n 4.2.5)  "

7.5.11 tf f i  t f i+F
;

E-F-ffiH'l/:nr,fliF.AlHffi,tiEtrlq,+E"tAM.whpFaff+E>F+E,f+prt+FftlfgFvixr{+. prt1lF
r[EH T tr)i+$ ffi,fr\4trFX*fir] "

EF ffi kllnr 'W|g..4LEffiifrtrSl'4 , g^H#ffi Ttfrffi#.l*ffifub(itr )Et ,nLNDiEtpJTtrtffi
lhF Fnfr.+M4L,liF-fi,+frfr,

a) iAif fifilJ tEiftg H'lE,+ ffitrE€.#fr?;
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b) fiFE,+ +HTAAM,* Ffrl;F ,>WFfrffiiltrW,ART+W*WFII{+ "
fi4*ffirfrRl+,^HDE+A +A DJiE* (n 4.2.5) .

7.6 H,i4,fnilUEig &fr+J f*ftl|

4tr4AMEhEffiqF6 HtHiI,fliItJE lil&-Ffrffi H0HiI,ffii[|JtriA6 ,]rP F,f+hffiE Htg>FE{*itr+E "
4HLA Ml.H.n fE Ji + M rtXX ff , D) m{fr H 4n ffiUU € lf; th trI 1-r * u 5 H iI' fl ifitj € 4 * fH - *H! f tt

*fft o

*J 6fr lft# RH "^h.,'I,E Hf , ifllj 81ft.& N.,
a) xf FR frV.#fritrF|J tr Pd4 E,XffitEHlifl|J€ , & fR *4,E F! Bt' 14 14 pffi q,&ffi.ffiEt it 4T & re ru ( 4 )

&€,Y6#i*t6&s7& . 2 . i l ;

b) rz,F.Ft'4+4U/Fjg
c) .H+niF,,l:)
d) AUFfiTF,
e)  AUR
ttrzr.rfr.lil
ttl,rf , Y z\tAlfrxti41k

&ffiIT{,'Igj
D{,R
ttr4\

HBf D?
thM.5+R

M.tfr
E,  E

8 i l |JE.A

8.1 BI |J

ewAM.ffitll+
a) itr*P Fr*1tr+
b) ffiLfr.ffi.trtrtu+R
c) {fr++trtrEttrl+Ail\H
tsD A+6 xt fr,t ffi.^ A A H! E 3t * &.H{FH fE tr ffJEfr F. "

8.2 H,i4,fnilUE

8 .2 .1  E f f i

rc,rxtffi.E€rtr{+4A-,*.'y+H,l-ff ,ql| E,tE"2AM.LW ..RffiM"+n4"2A'tr-e.-tffitrlBfr&E>RklfHX{H,H,,+
M_WtftW\fi f{ ffi B fF {H,H. frl fr tXM FXr {+

zHtA MWE ffi t fs ffi tr ry FXX. I+ " i^ E-ffitr fE D E, ffi A H F ffi +.P tr ffi tt + LW.RW.ffi Wr filfr. "
A E ffi [ ffi + LW.Hkl {H,H, D H lF M4n fr,f+ }+ P ffi g >R H! Ft & € le ffi # A ffi ̂  U N.P ffi q rI, 4 rfi.fr.

trf5F!i#Affi .
in+E ffi B,tEiI,g>&F>Rrtr Lt,M+.P.trffi a)r#H\++fr.%.W,rflJxtin14-h H!i+H N.+8 FXn-ffiitfg H'l

-*FA"
1 6

HAHWF
F--frtxruifr

IE4E

g{Fi[[ EF^R*./*,;
,w+FffittrEffit4 Httfi trffiFlFj "

+ H0fEJi+JLTt&.ffi$,&E.

ISO 10012 .

i[.u!JE.r]ff filB[iti$f5 DJ ,
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8.2.2 fgiF4[E

'Hq, M.& flR E H H,I E *4, g *,I+ X. Bt' 4L E & ,tr fuI TE F MFT I {+ "
ts rl-b fg F D €, f6xf rJ T i- ffi H0 ft {ft F * fi qR ff ,
a) f*&friE *{H,H, ;
b) i+,f/|{H,H, uEhF=EffipFtgFI&itr ;
c) /flA&itr;
d) 6ftfr.F-6.ffi4 r"r tr E iltr W"trilLf6*R#{H,H, ;
e) 4!85&iftHXHIFffi;
f) BfrF-trEffigE A4LIE
funRH 4r f4&itr* 4iH fflqrLliE4 aLlEffiffi, "inR-rF iflEohfr *F}-zt4tf4fH*{;,H, .
D{*HfAitr4tEi

8.2.3 HHH+/r

inFEH NJ4H4AIfr.>Wfi
HXHOH€

Ifr.lfl.W

8.2.4  6

ttrAAM.
a) f+

NA
b) 1+

filEH H!y*

2H'AN.9E
ttr4AM.ffi

f[q>F ",,EfrIJH 
M,*"R "D/*4,€+iE*H'.

TfSFxlE,AE " B'
M.IfrffiFM.tnFU,
fufrPFU,XfuIH!€ AE ffire, DJ iH !tr,FfiE-fAful

^AtffiD.EFEl" tr&ffittu.E
i i., F-9|E,H._!L rso 1e01i"

8 .2.5 iS fE H! ffi :i4, fn ilU E

2H4AM.-)F-H iE H ftI f EXf EE €}tr ffiAtfEtrlTHiq,, +*ff.ffiE F+ tr 1T U|J E . E J}J fr IXD il q i$
fE E 14 ffi fiJ r" R W frZ Jr . # *frz X rnffit1; # +, E * gt', D X ry tLl tr rtE rLI E ffi lE "
8 .2.6 F noo Ht s;i4 fn nU E 

i

ttrzlil-xtFffi H'l++'|4ff 4tF.4nfrni4|J€, DjhitrFffi4>R -,'i+gtfiffi,ts " IFF M.4n frillj€D ffiffiffitrJ
+ frt Fxx. t+ tuI x frF ffi MFt r {+ H! fs F, Ep ffi q }fl t fE Ht E y yt Fk fr 41 "

IfrlR++f+Af*'ltIE^lJH0iE+8" DiE*H+vnkftFffiHI E frrJHh,(n 4.2.s) " EgBt',iErtMi.AfU
HT+ '41ililEifirtHtf6r[il jft.& 

"
tr ffi r,tJ fr M Fxxl+B! q #F E tr iffi fi Ft Ef ;F r[ tuft pffi fn A,ft flfr + "

+$ T &itr ,NtJM.tr4H4i

H0f5Ji
+qffi.#

, ffi ttJ Bf D t R+U F' M. ffJil fg ffi X Ej B.illt JX ffi E F
E.B{tf,tEpEffi}rA (n 4.2.5) " FM,frH! jfr

E dHtJ- (F"
4.2.5) ,  €,+f;dfE.E F M

EqxH,lffifrE++E

I 7
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xf T lH  fh trf +$ffi , LFzxffrtf-frl1 laf'l & h 4ifr & Ht Afi WI H It) .

8.3 7F€'ftt frf*ftlj

9.3.'l ,-F.[lJ

tHLAMlrfr lftxtptr+ h Pffi 4* kl F ffi fr.T: ilfr\fi +A ft||, D)Ffrrh lF ffi H Fl'fFH eI t'f{ . tHzAD e n

tEtr+Mfir{+ u*r,F=6a+&ffi}aft{ r\&.E.^atf-ffij.A5lJ.iE,fr.pHH.i+flffiftEH*fllRfrfrfxFR.
T A +&Ht i+,f/I M @+fr ffiE E a- ffi gt iJ4 A fr E f;il ft 6 A +& ft fr tuI Ffi H ?IBF }. .

M.lfrWl^Alt&ffr'l+ffiu&.WffiFfrlxEl'ftl{f {'1ffiffi Htits*, €,+f;i+ Ut ,lf{FIiFl EffiRft B!}g H iXEE
(n 4 .2 .5)  .

8.3.2 f .f{Hfr ar[7ieffi ffi ffi rft effi ffi

'tr4F, M,Es Tr]J - ffiEI'L ffi 6',14 N.EA A T& FO
a) X4xffifft DJ iH lh stsr['ilITdt& ;
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