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(4) FB2HOEFTITH145% (WEEBEE L AT AOFHBEORE) ., H365%
EXEIBHZR OET OB H) R OH625 (B8) offt, 5725 (ENMEE
Bl s BE) HICHETHIERFHTHDL Z &,

(5) ZBHIZENIDG, Y EEHEE L AT A CTHIET 2 EREIREFICO
W TOREF, FRER OEHIZOWT, MEREFEFHE 20T 5 2 &,

(6) TRROEEFRNIIX, EEFM 21TV, AREFECJISHEO R FHEE
B L, AR ARERGE, BMEEREDOLELR FhE H 2 3T
XHLEHEHIZEZ TBSDNEEF LW &, nl, MERGEEZICR
WL, BEFTOELICONWTHHET L2 EBROLND Z &,

9. F550D5 (INHEFE) BIt%

(1) ZdZiE, IS0 13485:2016D [4.1.5] ITAHNSTHEDTHD Z &,

(2) % 1HO TRFBELREEAOBM AT EL LT TR &id, e
AT CIT LD TREOM, il 2 X/ BRI MBI S 26k 5 TR, A
AR E BB IR D TRENEENIDHLDOTHDH Z &,

(3) F1IHOZEFERICL2EH LT, BAOMEICERREELH 2
DN o DGR E OB R EEN E 5N THLHZ &,

(4) F1HOBGER PEESENEHRINTND I HICTDH & LiE, %5t
FHEANZOATIZLDERFHAFEET 52 L1co0 T, REkEE
ENBELEATHIEEERTHLOTHDLZ &,

(1)
(2)

[e]
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(5) %2 HE ST RERCEL SN LROINTECEIT O HA, JEK
TERERTEL, YENMELLOBEHIZIE, VA KIS T e —F%
WH L, BICFR 5 EREELSOBEE, MEREAX O E2MICHETDH I R
T, BHOBREZEDDLZLEERLELDOTHDHZ &,

(6) 2 3D IFEMERE ] (21, RERTCHEETE R OINBEFET o FE &
DERE LIEE, FIA, BHTESFEOFEREEDLMLERHDH Z L,

10. 5506 (V7 b7 OFEH) BE&%

(1) Z 4L, IS0 13485:2016 [4.1.6] IZHYTHILOTHD Z &y

(2) WEEHEBE AT MMM T LY 7 hu=7 LT ROBLDOREE
NHILHLOTHDHZ &,

2P, BEAFLCHERESND Y 7 b2 T, FHEAHICHER SN
LY 7 MU =T HEOEEFEERISEOME., BT FENEITRE L2
7 N = TIERBETIE W &,
D) WEOEOOERZEICHEET L EBRE®R T AT A ( ERP
(Enterprise Resource Planning). MES (Manufacturing Execution
System))
2) 3CE - REROEHI AT A
3) CAD (Computer Aided Design, > ¥ = —XIZ X AkEH Yy —)
4)  ENE, AEA. BIE - THHETEEHEY AT A

(3) HFE22HIZHOWT, WEEHEBR L AT LAY 7 b7 2lHT5 &
T, MO Y 7 b 2T NI OMHEETRTHE XX, HOHLO,
NYF =g VOFERPROHND Z L,

(4) B EOEE, BAEFIROEGHCEDONE, A& EM I
MR EHET CE LZEEDLAIX. T OEENEZPREIZ L, ZHEANIAN
V7= a v PARETHOLZEEZETRTI . OO LOANY T — g
VEARBETHEEHBAE LETHRT LI LICL) EEFIONY T —
TaruERELTHIENTELLOTHLZ L,

(5) BIHIZOWT, NUTF— gV EORERNY F—2 3 o OFEfIT, 4
YT RN 2T OHICE DY RIS CEBHOBREZTED DL L%
BEXLIELOTHALZ &, BlZIX, VAZNMEWY 7 F T = TEARZE
W, ATNZHR L CHOD Y TH 2 EOfERE > T, Y% 7 b
DT DONRYF =g T HIENTELLDOTHD I &, WEEHE
BUATLMEHAT LY 7 by =T O@EHAONY F— 3 12X, 1S0/TR
8000224 BT HZ LN TEDHZ L,

1. FH65 5 (WEEHEE AT L03E L) Bk

(1) Z D%, IS0 13485:20160 [4.2.1 General | I[ZAEM¥TAEDTH D
Z L.
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(2) ZOFRIZEDDHLEROGED 5> b, FHiaklCIB W T YLk 23 B 5
T 5 TRROFEHDOTZOIZMNIERE DIZHOWTIE, B L &1 2T 5 3t
WiBE O ZFHAT 572 EOFECLY BEHOERNIEIND XD
LT Z L,

(3) MEEHEECEL LTFIREZRLEH L-CE CLFIRIEE Evo,)
EAERRT D2 Y7o > TE EB 2 MR Ol ERE TE 5 L 2 I FIRE
et U, BRI L= FIAZRET 5 2 &, HRE N E T 2 1EE£ 0 HiklE
NNZZEDIEEICH T L SNDEREEOEEIHORE B L TERKRS
NTWRITNIE R RN &,

12. {75 (WEHEHER Y AT LAHEHEE) Bk

(1) Z D41, IS0 13485:2016 @ [4.2.2 Quality manual] IZFY44 %%
DTHDHZ &,

(2) WWEEHEE AT A% T 28 (TR%) ICBWT, F4551
HOMEIZES WA EZ RN T 2 FHETH 4 55F 2 HOBEIZHESL
M & T HFHEOGEM, WNCENZ EY &3 5Bl 2 IR T 5
Z &,

(3) FH2HEDOWHEEHEE L AT LB W THH &5 CTEOMR O E
EVEVER SN D SCEOR B 2 R TREE R OSCEO—E L YR rEN
WSS D LREROBREZ RIRESENTENI LD DO THDLZ &,

13. 7502 (HMEEE) BfR

(1) ZdZiE, IS0 13485:2016 [4.2.3 Medical device file] (ZFH2Y49
HHDTHHI L,

(2) M RAREE ) &3l x OEFEESRE T SZRURL 7 —7 T LT,
RELBHE, MEHICEHT A LEAREB T2 b O XTI I D OSLEDHT
EEBST-LDE WS Z L, ZhbDXET, RGEIRTEEELS) S B
BLEPTIC AR D BLEHES & ORFEROELY RONEIZIS U T, fiEiRTEE
B R OB LG R A2 MEER B W THBEL TEE SN GE D
HH L,

(3) FEH TR ERFHL FIRICHB T2 FENEENIDLDOTHDHZ L,
1) gl Y BRI 7 L — IR D — R4 B MR R4 X

FERIERLEL 7 v — 7 ORFR, B L7 il NS R~

T MEEELE OIS BRI S — AR D B — R4 TR
Ve (RO H 25 HDICH>N IR EET,)

A M EKE R T YRR, 7y — TR S BE IR AR (R
AE) 4EH B R ORLGERGEAGE GRAE) FE (RUEIRTE AT & ORLIE R
FERRAE N A EE 2L B IR 2 B OGEIcBWTiE, BhERE O JE
FHR)
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v, MR 3 BRI 2 L — AR B LR R OV A
LEZOWTOIEHR
. BREIFESOIE G
2) MR SO RERL R 7 L — TR DR
7. hh BARE
3)  MEEHL UM FEEL R S — T IR A R R B KE D
B I
7. B OFEE, X & OB Tk sy e OV &
A BUEERORLEFIE (BUEICHWV 238, &8 B & OEEE IF N
EREREICET o FHE 5 T,)
v, aEEICE T S I
. B OEEDOGEKROFIA
F. EAEIT > TV D HEICEB WU ALOEL, A S D2WIC
1% 5 IR O £ IR E &K O O R5E4
4) YL Y BRI, 2L — AR B BE K NS RIZ AR B FIE
7. BIYEARGEAGE GREE) BB W TED b TV AR fE e
T O R b 2 D kBRI A o 7 v
A . ATHEIZEE UC &Y BES 2B U3 K 0 KSEE O @ O ERBR IR A O 5 A
ZRHOTWDEEIZBWTIX, Z O XUTRBRRE D FiE L Z
DX HITEZ HHEHA
v, BUERGEARE GRIE) ECBWTED SN TV AaWELE,  SIEHY)
BOUIERE M EDO Y B, WEEE EVLE LRI EN S DL LT
B AN E L7 s e OGRER A
. S5 BLEAYE ISR E ORI A 2 SRR iR A
%2R L TIT O BAICBW T, 2 s 2R L TT 9 il
B H KO D OFE I QNS RER R A D 71k
A B RS R OGS i O R E Ik, RE SR NCH
ShIARE S AR (5 2h AR S - EARRIC B L C 2 OARHL & 72
o e BEERBR O R 2 &)
J1. MR O e O R O E & O35~ O Hi 7 O w45 O E FIE
5) REIZRDEREIH
7. REEGICHET L FHE
6) URKEEHEAR S SIS RIS, 7V — T ORI Lo —
AR D HEG (CUT M — e 2R L\WH, )Tk D ERFEE
7. B OEBEFNEI ONAE BRI FHV 2 48 RS G 2 O PR 175 15 M OV
AR
A . M — B REBEICEET 5 FIE
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(4) FRLEHEGHERECH > Cid, TREEE] L%, B2 (3)
BT 5 b 0DIEN, ROFENGZENI DD THDLHZ &,

1) R EER R O — A R RS (RO H 5 DIz 2N T,
Mz ETe,)

2) JRA MR O JERFEAARE (RRRE) A B R OMLER KGR G
AE) F5 (B e Fe AR N OGS IR BRRGE DS AN B 72 5h H IR D B
BB nTix, ®MiEkRkEoRMFEA H)

3)  JRBIERE RS O X, AR QYRR S TRy e OV &

4)  FAERS A MG T D EREE L OE Y Ted  (EREERI 04 B K OFT
FEH, R &7 DA O —RNATB L OWES BRIXob s b o
IZHOWTIEL, A5, ), HAEBGOBIFNW K OEDORE HIE (I'H
RS HE ] i R e R Y | OO IR A T A 52615, LATF
Fﬁ%m%ﬁjkwo)%4®1(4)?ﬁiéht%@&ﬁﬂbﬁ
W2 DOHEEZ ST, ). PR ORBNCBIT 2 KN EREEIC
2 FRAE R b O BRI O TE IR 1L, BRI EE E~DHE Hﬁ®
ik, ARG OIS RE K Ok 1, £ OB AR S O Bl iz
B L T2 HIH)

5) FAEEMOEMRZE F IR LG AICIR, BihoERES L
DHELY R

(5) & RE ., B WK ONEEO FIEIZHOW T, BOERFEEF SN FE
?51&Xi%$§ﬁ¢él?“&0%ﬁ?é%ﬁ% ZHEUICERET 5

ubgﬁkﬁﬂaihoé%®fﬁé Eo

(6)%%#—32%%b@wEﬁw RN T, A v O I 5 e
EOIEREHE DT O FIAEZEITHH T —EADBERIN S D Z & R OZE
OB ZHTET L &,

(7) WM ZEORDIZE U T, MR L 7 v—T7 28z, WE
BB AT AMMRDERFIH B 75RO 285 \2HBIT52FHELET)
R L CENMER SN TV A SE, Ut CGEZ-MEEE X ITXE D
—HE LTHIHLTHZELZZ RN &,

(8) MFhfEmnEE L M8*@ﬁﬁlﬁw VERC D 7GR K OMERRKAEH Bl

IZHET LTS AIIIGETOREE., FHH, ARLOCHBZFEHET 5

Z &,

14. 85 (WMEEHERECEDER) BfR

(1) ZdZIE, IS0 13485:20160 [4.2.4 Control of documents] (ZFHY
THHLDTHDLZ &,

(2) MWEBEHEECEICIL, (3) WCRTFRIEEDM, KOLONEEND
HHEDOTHHZ L,
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1) MRFEEZLE, MMoERBROKREICHERDICE (F 555 3H) IS0
13485:2016 4. 1.1
2) SWEHHOFER (F6555E15) IS0 13485:2016 4. 2. 1a)

HA B

3) MWEBHEOHFE (F65L5E15) IS0 13485:2016 4. 2. 1a)

4) WEEHEE AT AHAEE FES5LF1IHE, B6ORFE2F, FHT
[

2545 1 5H) ISO 13485:2016 4.1.1, 4.2.1b, 4.2.2)

5) FRZHETLHE ((3) 23M,) GE6LRE3I T, FTHR1H2
) IS0 13485:2016 4.2.1c). 4.2.2 b)

6) FEICEHTIHESORTEICEL Y LET D ERROOLN D FH

(%5 6 555 1 55 5 5) IS0 13485:2016 4. 2. le)

7) B AEAEE (5740 2) 1SO 13485:2016 4.2.3

8) EBINEET DEM MK OKERL B OB OHEIR (5515445 1 TH) 1S0
13485:2016 5.5. 1

9) AWEICREE MITTER A REE . EUIREET 5 AN B O R
(224 2 TH) 1SO 13485:2016 5.5.1

10) PS5 E AR D ZRFIH (55245555 1 B1) 1S0 13485:2016 6.3

11) FERSE A DOLRSFITFR D BRI (55245:55 2 1H) 1S0 13485:2016
6.3

12) (FERBEORMPICR D ERFH (552555 1 5) IS0 13485:2016
6.4.1

13) HERCB ORERRIRRE, 15 ORREEITMR D EREFIH (52555 3 1)
IS0 13485:2016 6. 4.1

14) VBhRIN R EOEHIZEET 2 EMEH (52550 2% 1) 1S0
13485:2016 6. 4.2

15) W EBEEIRICOWT, BRI RBEOEHICEET 5 ZRFIH

(5255 2 5 2 1) 1S0 13485:2016 6.4.2

16) WHDOY R =3P A v MIfRDHERFHE (2655 31H) 1S0
13485:2016 7.1

17) B SEBGHEICAR D CE (526555 6 TH) 1SO 13485:2016 7.1

18) B BIREFIHICLR 2 30 (F5265:5 5 S 1 &) IS0 13485:2016
7.1a), b), 7.2.2a)

19) EMEEDOAHINR D FEHEEGE (5529545 1 TH) 1S0 13485:2016 7.2.3

20) FREFBHIEEIENICLR D CE (B304 3 H, H305KH 4 1) IS0
13485:2016 7.1, 7.3.2

21) PREFPHISPEA |24R 5 M EME (5334545 1 1H) IS0 13485:2016 7. 3.5

22) FREFBAZSSRRGEICAR D EhE B (H5345555 1 T8) 1S0 13485:2016 7. 3.6

I

(5
(%5 H
23) WEMREEOFEIT/R D CE: (3455 21H) IS0 13485:2016 7.3.6

@y oy
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24) BXEBHEANY T — g VIR D EMEE (3555 1 1) 1S0
13485:2016 7.3.7

25) EXEFBHRE ANV T — 3 COFEICFR D CE (BEI55H 2 1) 1S0
13485:2016 7.3.7

26) MEEEHRMNA T SN 0E (F385 4 TH) IS0 13485:2016 7. 4.2

27) B OWEE R OVF Y E BIZAR D BRFIH (BH4155 1 1) 1S0
13485:2016 7.5.2

28) WREXEH MRLOZ ANKEMELEETe) (TR ERFHE (F4255F1
IEH) IS0 13485:2016 7.5.3

29) REEH WREOZ ANEMELE ETe) (0f5 25 TR HEHEEZ IR
LA DE (F42545 2 TH) 1S0 13485:2016 7.5.3

30) HELDOLREFITAR 2 Rl 72 BORFIHICFR 5 S0 (BB525:55 2 T 2 75)
ISO 13485:2016 7.5. 11b)

31) BEZEFEREFEEICEA L TWDENE I DOV TOREHRO AT
K ONERIZAR D J71E (BE555:% 2 TH) IS0 13485:2016 8. 2. 1

32) EHIFELGRE AT L OFLRITIR A SCEXIREE (55550
2 %5 218) 1S0O 13485:2016 8. 2.2

33) EIHEOLPUCBNT L o2 TOEERCEERHE (§5550 2 5
31IEH) ISO 13485:2016 8.2.2

34) RS OB KR OVAIE AR 2 S 2E68 (BE585%%F 2 TH) IS0 13485:2016
8.2.6

35) JEIEALEIZ X2 EIEF ], xHn, SRR S 30E (63555 2
THH5 4 5) IS0 13485:2016 8.5.2 d)

36) PRAALEIZ XD EIEF ], )b, FEMAEFRICR D S0E (64555 2
THH5 35) IS0 13485:2016 8.5.3 c)

(3) ZOHEBTDOHFE2EWIZBWTL, ROFIAZHMSLL, XE LT DH &N
FRENTEY, ZhSIEETE 1 HONEEHEBE CECHY TS Z
EMD, FB2WEMNOLEATHDOHE I » CRUNCEEINDIMNERD D
&,

D QSIZERT2Y 7 b7 O@EHONRY)T—2 gy (F55D6%
1I8) ISO 13485:2016 4.1.6

2) WEEHEAESCEOEM (F8LH 2TH) IS0 13485:2016 4.2.4

3) FREROEFR (B 94 21H) IS0 13485:2016 4.2.5

4) EPETEFMA (B5185:55 1 1) IS0 13485:2016 5.6. 1

5) B (522455 2 1H) IS0 13485:2016 6. 2

6) TEXEBREE (H5255%5 2 1H) 1SO 13485:2016 6. 4. 1

7)) B OREHBA (F5305:5 1 5) IS0 13485:2016 7.3.1
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8) FREMBAFBE (355 245 11H) IS0 13485:2016 7.3.8

9) FREFBAFAHE (5365555 1 1H) IS0 13485:2016 7.3.9

10) S TFE (5537445 118) IS0 13485:2016 7.4.1

11) ®WER O — et FIE, T GE (40565 1 3H) 10
13485:2016 7.5.1 a)

12) P — v 2R (4355 1 18) IS0 13485:2016 7.5.4

13) TFENYF—3 3 (#4555 31H) IS0 13485:2016 7.5.6

14) BETRSORMIHER T2 Y7 b2 T OBEHOANY 77— 3
(5545555 4 1) IS0 13485:2016 7.5.6

15) WA TREONY T —3 9 > (546555 1 TH) IS0 13485:2016 7.5.7

16) BLEL ORI (47455 1 T8) 1S0 13485:2016 7.5.8

17) REELS OFN] (BBATS4RE 4 1) 1S0 13485:2016 7.5.8

18) BHRATREME O fElR (55482555 1 2H) IS0 13485:2016 7.5.9.1

19) S OMRR: (4552445 1 T8) IS0 13485:2016 7.5.11

20) ALK ONAIE AR D il L OB H o B (55535545 2 T, 45535%4H
418) IS0 13485:2016 7.6

21) WEEIHEAT LY 7 b =7 O@EAONY F— 3 (F5355H
8IH) ISO 13485:2016 7.6

22) WA EE OB RMNNEF OHMM AR D FIE (5555645 3 ) 1S0
13485:2016 8. 2.1

23) WIEMLEE (55555 2 5 1 BH) IS0 13485:2016 8.2.1

24) JEAGHERE S ~DRE (5555500 3 55 1 1H) IS0 13485:2016 8. 2.3

25) PN A SN E i OO SR E M VIS (BE565% 5 2 TH) 1S0 13485:2016
8.2.4

26) B OB L ONAIE (5558555 2 1H) 1S0 13485:2016 8.2.6

27) ARG OMBRITIR L E % (BF6055 2 H) SO 13485:2016
8.3.1

28) 1HENEDORAT M ONFENE (55605 35 21H) 1SO 13485:2016 8. 3.1

29) BLELE L (E605:D 4 55 1 IH) 1S0 13485:2016 8.3.4

30) T—Z Dot (556155 1 3H) 1SO 13485:2016 8.4

31) JEEREE (FE635<5521H) IS0 13485:2016 8.5.2

32) TRAHEE (5 64 555 2 TH) 1SO 13485:2016 8.5.3

(4) MEEHEESCEIL, FEE0OEN S X L CGEEICER S L
HRELDTHDH &,
(5) WALEBICBEHET 2 FIA ((3) 1285 4) 75 32) FTOFIEE) (2
DONTIE, ROSICHLHEETDHZ L,
D BEEPICBT DR, FEWELZH T 5720 (EEO EHRin %
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ZHAMEICXAT D720 0 FiEzafsL L T 2 &,

2) BLEICY T o CITEYI R EZ AT 5 2 &,

3) YR TREOAENER LK O EOBERZITY 2 &,

(6) H2HE 2 5O NWHEMERGED FrEORAE | L1, #I21E, ik
MR E DA T, NWEREEE ORE R UIHi 7= e EOBMEOMER L L
TITPNIHEDTHLHZ &,

(7) H2HE 6 7%, HERGEERLEONEEHEE S X7 LD TIE
SN CEE WEEHE RS AT L OFHERE E (LB LW L7
T, WUNSFER 2TV, B EZEHT LA ERLIEbDOTHDH Z
&

(8) H2HE 751X, LEOMRSHLOBLILICKNEREH L LT, iz
X, CEORETTE EOOWIEDIMTORE, 774V 70N

B ZEDD I LR, XEAEBMMICERT 2HAICEZDONNY I T
o TEVEIRNERGEEEODL I EENEZLND I L,

(9) HEREAVE RO IFIEIZOW TR, TEHEWLEOAKR UL FE IR D HEE
EZBIT D EMIFER K NE B OFHIZOWT) CERRLTHE4 A 1 H
PR T H 0401022 5 27 A7 EE EIEL RREMN) 22T 252 &0
YLELWZ L,

15. /9% (GiskoEH) Btk
(1) Z %%, IS0 13485:20160 [4.2.5 Control of records] (ZAH44

HHDTHHI L,

(2) FLB1IETEHRLREE T2 Z 8RO LN TV DREEITIE, KOL D
DEENIDHHLDOTHH I L,

) HEQMSESITHAET H-0ME G BE55%0 3% 55) 1S0
13485:2016 4.1.3

2) QMSIZHHTZY 7 F =T OMADNY F—3 g 0 Ofs RS
(354D 65 41H) IS0 13485:2016 4.1.6

3) EHEEFMRAEOMKE (B5184:5 3H) IS0 13485:2016 5.6. 1

4) EHETEE TR EHR (52055 1 ) IS0 13485:2016 5.6.3

5) HERKE OB I, Hone k OWRER (5523555 5 %5) IS0 13485:2016
6. 2

6) ERIEE ORISR (5524555 3 1) IS0 13485:2016 6.3

7 VAT AN (526555 41H) IS0 13485:2016 7. 1

8) MIMEH ot ADMREL L CRMERFHAMZL WS L%
TR (264555 5 TE 4 5) IS0 13485:2016 7. 1

9) HERFHOBEDERL NI NICHESE Lo #E (BE285%F
3IH) ISO 13485:2016 7.2.2
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10) FREFBHFICAR D TREA TGS (55314555 1 T8) IS0 13485:2016 7. 3.3

11) BXGEHBHFSICFR D TREH 015 3R (BE3255%55 4 TH) 1S0 13485:2016 7. 3.4

12) FHEFBAFSHRAE OME RS (453344 318) IS0 13485:2016 7.3.5

13) XFHBAR ORGEDORE R K N IS & & o2& (3455 4 1H)
ISO 13485:2016 7.3.6

14) REFBEAVF— g O EENOMBA (3555 41H) 1S0
13485:2016 7.3.7

15) BEMBAFANY F— a ORERS (5535555 9 1H) IS0 13485:2016
7.3.7

16) EREFBEFEOBE OfEiRSE (53550 2 55 2 TH) 1S0 13485:2016 7.3. 8

17) REBRBOLEF ORAEORE RE (3654 6 ) IS0 13485:2016
7.3.9

18) WEE W ih OURFGE ORI ORE RE (HE375:5 6 TH) IS0 13485:2016
7.4.1

19) HEEFH# (553854 4 1H) IS0 13485:2016 7.4.2

20) BEEMSLOMGEE (553925 4 3H) IS0 13485:2016 7.4.3

21) ®WEOKE Y MIOWTORE: (4055 2 1) IS0 13485:2016
7.5.1

22) [EWEREIR DORRE N OWEE (554245 3 18) 1S0 13485:2016 7.5.3

23) FEhi LfCW'ﬁ?’ﬁ“—‘EX%%a’jy (3543455 31H) 1S0O 13485:2016 7.5.4

24) FPE 7 > MTOWTO LREFEEE (5544555 1 3H) 1S0 13485:2016
7.5.5

25) BLETREDONY F—3 a3 o (84555 7 1) 1S0 13485:2016 7.5. 6

(F : METREICHEHT2 Y7 b2 T O@AD Y T— 3 0

mREET,)

26) JRE THEOANY F— g o OFEHR (546555 3 18) 1S0 13485:2016
7.5.7

27) BB FTREVEDFER O T DR (BE4855 2 TH) 1SO 13485:2016
7.5.9.1

28) HEIAERRERS AR 2 TS Oz N DA K OMERT (B49565 4 1H)
ISO 13485:2016 7.5.9. 2

29) WA ZHEEOMRFOKK, BEFONE (BFEIFHFE 2H) 1S0
13485:2016 7.5. 10

30) HERIZRPRE S (5552265 33H) IS0 13485:2016 7.5.11

31) FHEOEEHENTFE L2 WGA OFLIE IAREE (5355 STHFE 1 &)
ISO 13485:2016 7.6

32) FHEE K OV O I (555355 3THES 2 5) IS0 13485:2016 7.6
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33) BEAR K ONAITE D 72 8 D% M O OB IE K ORGEDFE R (55535
% 71E) IS0 13485:2016 7.6

34) WEHIZEHT LY 7 vy =T O#EHONY F— a > Ok R%E
(5553445 1138) 1SO 13485:2016 7.6

35) WEZHEITOFHFIZOVWTOME (F5550 2 5 5H) 1S0
13485:2016 8. 2.2

36) JEAEIHEE S~ DS (555550 355 2 1H) IS0 13485:2016 8. 2. 3

37) WEBEE A OYIEHAE HPH, M, HE% (G654 4 1) IS0
13485:2016 8. 2.4

38) WHBES A AER (5556555 7 TH) IS0 13485:2016 8.2.4

39) HLGL DR K OVAIE RS 5B (5558445 31H) IS0 13485:2016 8.2.6

40) RIS IRES 21T o723 (555854 4 1H) 1S0 13485:2016 8.2.6
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