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1.5 &8717] Az=dA =2(dA)

<Y >AAL T 7] AEdA e =H(d)

| aw | | 2 | [ wa |
| A | ose | A
| e | | Auzy |
RIS | | dezy |
= | X X} 2|E7| 7| | sumal |
x| | HZEH| oAe |
e | anza |
CERT T RA@sh |
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U o577 S - 9 ANF EF
D 3 98717 AR 2 AduF
LD =W AR
- 2021 =Y 9877 ARTFEE 9x13419Yo s

olo]] = AWEUH] 21%=2 IA A3 o= =
AR F) 577 AFY A mE Aoz BT

20164 5,603,064 | 3,386,946 | 3,657,161 -270,215 | 5873279 | 62.27% 11.54%

201749 | 5823,155 | 3,578,215 | 3,952,880 | -374,665 | 6,197,820 | 63.78% 5.53%
20184 | 6,511,135 | 3,972,317 | 4,279,056 | -306,739 | 6,817,874 | 62.76% 10.00%
20199 | 7,279,384 | 4,324,479 | 4,849,479 | -525000 | 7,804,384 | 62.14% 14.47%
2020 | 10,135,785 | 7,831,490 | 5227,399 | 2,604,091 | 7,531,694 | 69.41% -3.49%
2021 | 12,883,106 | 9,874,643 | 6,125,684 | 3,748960 | 9,134,146 | 67.06% 21.28

XFAXE) = B)-(O), AZTEF) = (A)-B)+Q), =LERFEG) = (O/(F)*100

- U e QBU)RY WEe upd FEe Fvleln Aok
2021 U A4 oiu) o]y FAAE 0.63%2 vl A&
o2 Zrbta glom, A=Y GDP Ml A= 25%% FE3]
AR ek,

<HE3>FY 9877 ARFE 2 Agu

(G919, %)

ZLEE Lt o|27|7]|

(GDP) 4
2016 [17,407,796| 499 |4,588306| 4.01 56,030 12.02 0.32 1.22
20179 [18,356,982| 545 |4,946448| 7.81 58,232 3.93 0.32 1.18
20184 [18,934,970, 3.15 |5046,070| 2.01 65,111 11.81 0.34 1.29
20194 [19,139,636| 1.08 |4,858419| -3.72 72,794 11.8 0.38 15
2020 |19,248,242| 057 |4,800,931| -1.18 | 101,358 | 39.24 0.53 2.1
2021 |20,565,302| 6.84 |50222,248| 8.78 128,831 | 27.10 0.63 247
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Ak 61d A& LA 19 24T

- =zAy|FogrE o ArHlo] S AIA ()7} 229 4559912 R 19
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<E4> FYIG A B £E 29

= =

O MAtoh7|z O MAtoh7|E
HR|: B 2HE %) (£+9]:1,000USD, %)
-— =9 | . 2894 | HiE |
oA iZatem 1639.457 1273 1| ACIHI0|2HAE 2.2455% 26,03
2 OfAC|HIOI AT 1333425 1035 2 | e 707,562 820
3 | @ 933,639 725 3 |FRENsErc 553966 642
4 | FRiSojmexic | 606381 4m 4 | Asoiciess 265177 307
5 | abdoiciae 340262 264 5 |AdIZRlEm 178305 | 207
6 |HER BoB3 | 277447 215 6 | e=Exp|=S0ls) 162,130 158
7 | @Mi2Pe 156,565 122 7 | el 162,057 158
8 | EIX|IES0HS 154861 120 8 | ROpAlAm 148,136 L72
9 |l 125745 0se 9 | FRIEIS 285 125412 L45
10 | e 123681 096 10 | Foece 118341 137
1| EH7 Y ElE 121819 095 1| XPIAGA|LIO| A 117685 | 136
12| KA Ao A 121132 094 12 |l 116,300 135
13 | FEioE | 113326 088 13 | 00 IA MEE 95860 L1
4 | EREA | 109,127 085 14 | EHRiEse 93831 Le
15 | BORAAE 99,759 077 15 | mREaY 81342 094
16 | ERIEEH|RHIESX] 97.187 075 16 | &djo|2Lot 77,202 | 089
7 | mRydAAI 92558 072 7 | s 73853 086
18 | aieuxim | 83363 069 18 | meAAo 73,736 | 085
19 | &oigE 73501 057 19 | AR 9836 081
20 |evilERM | 71858 056 0 | e 4554 075
X | 6679905| = 5185 Sl 5.530,900 64.10
A 12,853,106 100 A 8628513 100

- S 98717 AAGFE 40850 A0lm QUL 8uF 49158 Y. A
B 12x 8,831 Holt.

- ZEZE 507AF o] 7S E S0MALE 1.22%°1™ 107) TG o)
3,6397N A2 89.08%E A}A|3tal Ut

hoggy = = SN 2= = A= =
<ESSAM FET 7IE VIGA & 2 F FEHQAAA A= vF
O A |-OH
=4
[e) o
(Bl &, wore))
2= CRAISS(e)  UR() 0 AAN(x) S
S0OTHO |2 SO 122 i Q.530(11.22) S909.035(45.87)] 4472
A0FHO |-&d~~ SO 7O |2t 20(0.49) | 1.392(1.64) 1S1L.BOG(L18)| -5752
30710 ~a407H 012 3300.81) | 2.056(2.42) 3TL.8992.89)| 3.11
| |
20700 1&~-307HoI2 78191 4.722(556) 1LO012421(7.86)| 55.79
1070 at—~—~207da|2t 2S5O | 12.824( 15.10) 2.::25.?51.:30,58.! 21.01
| |
107HoI2H 3.639(89.08)| S54.391(64.05) 2.812.194(21.83)| 16.24
E= ] '7 4, 085(100) 54.915(100) | 12.883,104(100) 27.11
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21MAFE 2.02%0]™ 107) W
79.45% = A3 Y-S

<E6> FEA VE VIGA 7 T FEAAA A s BT
A

O ==Y
(BH27H4, ¥, 1,000USD)
=2 Ax==(%) I2(%) S=EH(%) E=rd v A
1000204} 100(9.17)| 16,018(37.92)| 7.503.807(86.97)| 32.80
5002H0|-A~100021| 2H 66(6.06) 5.051(11.96) 472, 413(548)| 3641
100240|&~5008t0|8t |  205(18.81) 7.579(17.94) 492,893(5.71) 0.05
5020 &~1002H| 2¢ 122(11.19) 3.259%(7.71) 88.414(1.02)| 2293
20210|~503t0|2H 135(12.39) 3.651(8.04) 44,808(0.52) -7.39
202H0|2t 462(42.39) 6.688(15.83) 26,177(0.30)| -2.32
- | 1,090(100) 42.246(10) 8,628,512(100)| 30.01

Aq9 2 7]_;73 2 3008014l 7192 2970 A= 0.71%°]) ™ A4+

2,339¢]

o]},

44.25% % 52 7,008 Yotk

O}

71 el 3,2307hAF2 79.09% 5 AFA| kAL
QA A4kl & 958%?_1 1=

i

R

)

-

66.78
25.38
29.39
1051
10.18

2.87

<ET>EIALE A P F AR At HF
O At
CHR[IH A, &,
=SSR AxI(%) 212(%) 2 Akl (95)
3000t 29(0.71)| 16,624(1958) 5.700,861(44.25)
200H0|&~300H0|2t 28(0.69) 7.262(855) 925.181(7.18)
10020 |4~200HD|2H 95(2.33| 12,793(15.07) 2,053.360(15.94)
500 |A~100H0|2t 192(4.70y| 13.367(15.74) 1.493,818(11.60)
20H0|-&~50H0|2t 511(1251)| 15.174(17.87) 1,475.949(11.46)
20 o|gt 3230(79.07)| 19.695(23.19} 1,233.934(9.58)
A 4,085(100)| 84.915(100) 12,883,104(100)
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- F2AF 290 S 3008 0le) AelNe FEol F 862
2,8519 g2l F 419 9,212WE 2 48.58%5 A}A|stal Qo 209
mvke] 7|2 139 1,306THEH Z2 15.22% <]t}

<EE>LFAYE YA £ 2 F $EANA AH e MF

o ==Y

(TH: 702, &, 1,000USD)

SoRIE ARG R AEAU%  BUW

3000 18(1.65)| 8,504(20. 1?. 4.192,121(4858)| 169.17

200%0|A~3000|0t 20(1.83)| 5.198(12.30) 069,784(7.76)| -61.78

1000 |&~200H0|2t 59(541)| 7.931(1877) 833.343(9.66)| 2645

50H0|4~100H0|2 | 115(1037)| 8.023(1998) 778,917(9.03)| -11.25

2030 &~5030IOt | 254(23.30)| T7.751(18.34) 841,277(9.75)| 24.11

209 ojot 020(57.43)| 4.857(1L49) 1,313.009(15.22)| 18.06

A 1,090(100)| 42.264(100) 8.628,511(100)| 30.01

- AJakebo] 1009 0]l 7L 172MALE = 4,0857195 4.21%°|H

19\ Rkl 7192 2,2967H A= 56,21%F =FAI8kal Uoh
<FEI>AAY T7|E GAT 2 T Aol A A S HlF
O it

(EH917H2, B, werg)

2o SIS0 QB MAON%) B
10020} At 172(4.21) | 25,559(30.10)| 10.404,548(80.76)| 3555
50210 At~ 1002402t 128(3.13) 8.153(9.60) 910417(7.07)| -5.64
10210 A~500|2t 485(11.87)| 12,984(15.29) 1,138,521(8.84)| 2.87
1240|At~10240|8F | 1,004(2458)| 15.577(18.34) 400,173(3.11)| 1155
12{ojet 2,296(56.21)| 22.642(26.66) 29444(0.23)| -048

& Al 4,085(100)| $4.915(100)| 12,883,103(100)| 27.11




- 1,000t ol d &S 719 1007142 F= 1,090AkE 9.17%E =}
Askal o 208rE ] vNkl 7| 46270 AR 42.39% 5 *}A| Sk
i U

<HI>FEA7E AT 2 F FEHAA A S HF

o =&Y

(BHRl:7H 2, &, 1,000USD)

3 YA UHE)  +EA%) 5L

100020 At 100(9.17)| 16,018(37.92)| 7,503,807(86.97)| 32.80

5002H0|-4~10008HBH  66(6.06)|  5,051(11.96) 472413(548)| 3641

1002t0|4~5000t0|8k [ 205(18.81)|  7.579(17.94) 492,893(571)|  0.05

502H0| &~1002H0|2F | 122(11.19) 3.259(7.71) 88.414(1.02)| 2293

20210 &~-50Tt0|t 135(12.39) 3.651(8.64) 44.808(052)| -7.39

200t0|9t 462(4239)|  6,688(15.83) 26,177(0.30)| -2.32

& A 1,090(100) 42,246(10)|  8,628,512(100)| 30.01

- A4k o] 714 ‘1%% FEL 7ITF7IAIEA 4% 6,998 o™ 36.48%
olty. I o 2F AAAEEA 21.69%, HE AAZI7IE 18.57%
& AAstaL %E}.

<HU>F5E Aakd 8l v
O Aitoly|E
(EFSI2 TRl %)
= Ay i Hig
dadl ] 4.699.809 | 3648
SARBE 1,008,604 | 7.83
Xz 2,794,072 | 21.69
AT EQ0] 30,476 | 0.24
x| ®x2) 717| 474843 | 3.69
IAEst A7 17| 291,523 | 2.26
oy A7 2,392,037 | 18.57
sEolst @Al 548 | 0.00
YaoldE dAp|7| 20.254 0.16
EXIEICH? |7 1,169,485 | 9.08
=Ega] AP P| 1,091 | 001
HeIZIct AT Eg)o] 364 | _0.00
&7l 12,883,106 100.00

14 -



- FEHE WY AHAAZIZA 319 8,098 Z A4 36.87%E x}A| S}
I Ao
<EI2>EEW 529 9 uF
O #EHII=E
(£H$1:1,000USD, %)

i e | == | HiZ
72 1A 2,743,431 | 3179
A== 499,354 | 5.79
EZH= 724.446 | 8.40
213 & 0] 11,847 0.14
x| Fx2| 717] 250,524 | 2.90
UaBEEr A7 7] 289.728 | 3.36
e A7) 3,180,983 36.87
SEOIS HAZIZ] -1 0.00
aoldE AT 774 | 0.01
BEXIEICSZ || 927.195 | 10.75
ZEE2] HARZ1Z| 221 | 0.00
H2IFITH AT E Q0] 10 0.00

A 8.628,513 | 100.00

1.3) =W A= §7t-2dFs -4 A%

- 2ok Axd Ao S| wEH Az vHlE F£YY HISo] Fo
42 A} A2 2d 2 gastn don, JEEA 5o Al
Basty FAH Pt ®E A, AR TES £Yd v
A x| vl&o] A YERT

20174 1,462 3,654
20184 1,740 2,966
20194 1,763 3,448
20204 1,963 2,906
1,735 2,380
[E] ' '
202ty (24.58%) (33.71%)
8,663 15,354
=37 (21.90%) (38.81%)
24,017(60.7%)

982 795 924 491 8,308
1,049 852 811 327 7,745
1,038 859 804 357 8,269
1,127 825 1,132 230 8,183
1,060 600 1,002 283 7,060

(15.01%) (8.50%) (14.19%) (4.01%)  (100%)
5,256 3,931 4,673 1,688

(13.28%) (9.94%) (11.81%) (4.27%) 39,565

9,187(23.2%) 6,361(16.1%) (190%]
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<E1S>=7PE o877 A T2

(F$): 10e3=8)
20213 X 20203 XD
1 o= 183.4 1799 1772 165.0 155.6
2 = 33.8 33.0 28.4 28.4 26.1
3 U 30.4 31.6 28.5 27.3 25.6
4 == 28.8 29.1 2s8.0 25.1 21.8
5 s T 17:9 17.6 15.6 15.3 14.4
6 AH= 13.2 13:1 11.8 11.6 10.6
4 o] = 2| oF 12.2 10.9 10.2 10.8 9.9
8 CHEtPl= 7.8 6.8 6.5 6.5 6.0
9 FHLICE 7.4 8.0 7.3 Fi¥ 6.8
10 A-TH| 21 74 75 6.5 6.4 5.7
11 el 5.6 5.4 5.1 49 43
12 == 5.4 5.3 5.0 5.2 4.9
13 Z{ A| O} 5.3 47 5.8 5.0 45
14 [EIR=1-1 5= 5.2 47 4.2 4.5 4.2
15 AR 5.1 43 5.4 5.4 5.0
16 A QA 4.6 5.1 4.2 3.9 3.7
17 =HapE 4.0 42 5.2 5.2 5.0
18 2ol 3.8 4.0 3.4 2.9 2.7
19 =g= 3.1 0.0 2.8 2.7 2.2
20 2~ e=a3|o} 2.9 3.1 2.6 2.5 2.4

X 7|F: 20213, et 2 AMATISH

- o'77] AANR HEge mlTo] 47.35%, ol 23.47% YEo

7.84%, S =0] 7.45%°14 $-glvet= 2.02%]t}.

<986 >2021d MA 5717 178 ARE/E2021d F=HA)

Cfstl= 20

_ LTk,

OIS 1.45%

B 1.3%%




22) F& WA A% WY

22.1) 8 FE57}

- UEE FEUe F 869 2851ude ol oF obAloleH A Ao

o &L 189 507502 mA 33.04%0]H Afrgol 279
32500 2 3167%% k3 itk
- e ofulelzlr} 19)0]m] 229 42659kEl = F 539 52657+

<E16>20219 diEE F=d &+

=]
2T 42.90%5 AHAskaL Aot

ol
2H

(+%1: 1,000USD)

| OAlotENmRF |

2.850.753(33.04) |

1,514.103(29.29)

W
2 otoiiz|7} 1,521,209(17.63) | 2,242 ,654(41.90)
3 Me" 2.732.507(31.67) | 1.532,633(28.63)
4 =7g 796.4199.23) | 24.673(0.46)
5 5= 412045(4.78) | 37.9950.71)
6 otma|7} 299.826(3.47) | 585(0.01)
7 | 7|t 15751(0.18) | 8(0)
=7 8628,510(100) 5.352,651(100)
2{Alo}
e
A s L J
Ay El7]
e ojz e ot o=
“E‘EA' '-, - e
O @ o >
o]2|of [ ]
a8 0 gt 23
/S ©
® Hepy
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<EIT>ZS 109 FE=7F A%
(+%]: USD,%)

. a7t 20194 20204 =7t
+E%WUsD)  HIEm) &% 4EAUUSD) HBew =9
1 = 237,039,148 639 3 769,503,816 11.59 1 22463
2 o= 579,608,765 15.62 2 760,548,764 11.46 2 31.22
3 = 613,588,963 16.54 1 573,372,509 8.64 3 -6.55
4 Ol | 147,285,662 397 6 402336262 606 4 17347
5 O|f2|ot | 75,429,778 203 8 369,203,171 5.56 5 38947
6 Heefte | 25,379,292 068 | 30 | 332325856 4.86 6 | 117003
7 2{A|OF 174,631,024 4.71 5 257,992,434 3.89 7 47.74
8 U | 216755312 5.84 4 218290636 3.29 8 0.71
9 szt 75,337,514 203 9 189,598,344 2.86 9 151.67
10 Q=UAICH 58,240,129 1.57 15 149,504,700 225 10 1567
e 2,203,296587  59.39 ‘ ' 4012676492 6046 82.12
11 \ 7|Et %7 | 1,506,632,780  40.61 2,623,898081 | 3954 4258

22D 78 FY=7t

- 9 100 A= 2 20199 W=, HY, 9B oy 20219 %
WalslA] ekgkoy F3rol 20199 590l A 2020 492 A3
ot

20194 20204

TEMHWsSD) HIE(%) =9 +EYwsD) HE%)
1 o 1939862826 4663 1 1893570659 | 4275 1 =239
2 =4 709,596,563 17.06 2 768,841,179 17.36 2 8.35
3 g 387,820,915 932 3 | 366,470,635 8.27 3 -5.57
4 35 175655130 422 5 347394270 7.84 4 97.77
5 ~9|~ 181,390,002 43 4 185,132,092 418 5 2.06
6 5 82,522,758 1.98 6 85,354,276 1.93 6 343
7 e 78,391,266 1.88 7 70,778,109 16 7 -9.71
8 O] Ez|of 57,600,230 138 8 59,150,854 1.34 8 2.69
9 M7l=Z= 22,988,505 0.55 20 57,755,950 13 9 151.24
10 H"E 55214922 1.33 9 45,605,959 1.23 10 -1.1

e 3691043117 8873 3,889,053983  87.79

11 \ 7|Et 27t ' 468,872,043 127 | 540,757,389 12.21

= : ) 100 4429811372 100
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a4 A|io 3, Federal| (EU)2017/745 al Affairs | (28 650
=e A Regulation Law) ) =S
= =
S_* 11,2, 3,45 12352 Class IE,:LIIa, 123452 |1, 2352
=TT =] Ib, I S8
A Ol =
__ | 18E; e Gre)tess
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- apos © 0 | E : 2SERCB | \vpa x|y
(Third Party) 3Xt O|_I§7|j|;|' (I‘” =)3 g %.
= (NotifyBody) -NMPA =X
1S 5 - =23, x7tn
Registration SPATOf
2 & w|/.5°
(D O C,
-k2:Ok(Premar Declaration of
228 [N xEE Conformity). | o2 71715 x | 227)7] W=
7t s Notification) i S 7S OpTES
3 = = | lla, llb, 1I- 3
= PN Sl £
-PMA(Premar (C o C
ket Certificate of
Conformity)
approval)
X EZ A0l
_’F_°" _7‘(_014— o oco= . x_;lq_o-lx Tl:ld_ —~
;11I7|‘=' I§1| & of 7t (Establish | SRN %I,ﬁ LEEE AASIHS
° Registration) =< (F==AD
= ZXA| o|=7|7| Mt
= XI| a2
e | 2 | KaMP QSR (cGMP), $§485, IS0 | qms as %‘5';’%‘
3 - o

CA-Competent Authority 78 214

MHLW- Ministry of Health, Labour and Welfare, 222454
PMDA-Pharmaceutical and Medical Device Agency 2|%E °|27|7| A 7|&
RCB-Registered Certification Body, Y& 3X} Q15 7|2

NMPA- National Medical Products Administration 5= 412X
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4) F8 =719 A7} A 2H
4.1) v]= FDA
4.1.1) FD&C Act section(h)



2 =71 A
o 7l5¥H A
- AFREEAo] X == VB TES AW, JEF AEHY A, X =,
A7 = oHel A
QA Ee ES AU 7R e V| S vH = A0 ZA
AlA e}e] shezkg-oly AR TALY olste] R = EAHS G5}
= A A<
4.1.2) &15717] S8 EF
- 95 7]”7]: FD&C Act section 360 (c)
(@ 987)17] SFEF (Classes of devices)
Class I, 18 =7t 7Md @& &3
Class I, Y& =7} Class | Rt} =& =3
Class 1, 983 =7} 713 =& =H
, CFR) Part

() v=ALFFA-F (The Code of Federal Regulations
862-892¢ll= FDA 7} &&F3% < 17007+ 71717F ot (5=
45%, 2w : 47% , 3593 : 8%)

(A) ALRFEel57]7]: 21CFR Part 862-866

(B) dwre]s7]7]: 21 CFR Part 868-892
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< #43>FD&CH 718k 9877 H& &/

St

Section

L

o
=H3X| (Adulterated devices)
o 92 7|7]& 5010 oMt rp&cHIC] ExE IO HES HEL
Ch 501x2] Xg F =2 HEE2 420 === HelgUrLh 7|
501 717t QEAL 2OistAL 2ollE 222 EZ@StALL H|dAel =A
Ol FH|, XY EEg EitE= Z2 77| S¥ELE 7HFEL LA
pD&C HOME Ct2at 22 82 717|17F S¥ELE UFECLD FItE
HAIStD AZ
5|2I3 %] (Misbranded devices)
o MM 5020f U= FD&C Bl HRE EHWE HA| Y2 QAE A 7
502 7] et FAtEe| ChYst EMHEZ CHELICH B2 =0| Y=at 7|
710 2% ™MEELCH gLy S0 &AL 7|70t HEE|=
EY ARE HHE XE YT
M-S E (Establishment Registration), 21 CFR 807.20
o F7OHE MM 51000 MZEYH X ZIEF EF 7|7] ZEMAMZE AIE
510 = FDAO| &85t 1=0| 2Ydt= AHoM M= 2E 77 55
=2 FDAO| XMBsteE Q7 L|Ch AEZZ AKX, TH2HE LA, =LA
T FDAO| SEdfiorEt
9|&7]|7] S™ (Device Listing), 21 CFR 807.20
510 | " =AM 5102 ETH ol 77| NZYMIZE WASIALE HESteE 2E
717 552 roAO| XMZojoF BtCtn HA|SED UEFLICH O] ==2 FDA
O Ao 2t2[gt
AlEt M MI (Premarket Notification)
g0 | ° FD&CE M sio()= 9| 7|7|E WoRStA = MEZYMIL 71718 MY
o EAIBH7] X2 90 TOf rFDAO| AlE H EX|[510(k)]E MESI=E
27
510 | X713 Y3|87|7| (Reprocessed single-use devices)
2X|2|27|7| (Banned Devices)
s16 | ° FD&C Ho| MM 5162 rFDAZF HEHO|L} 240 MAXO 7|8 E= =
gtejstn AdEEQ 2 LEE 71718 A = s HAS 7
OgtLICH X E FX|St= EAZF dHE[0 AS
AIEEE], 3% 2 Na|®Qt (Notification and Repair, Replacement and
Refund, Reimbursement, Mandatory recall)
o MM 5189 FR FH2 5T EHo EL|CH MM 5182 FDAZF &
HIXtet CHE AMEALS] &0 Us fBSt MES 2|, UM E= =E
518 SIEE E&SE HWHES MITLICE MM 5189 85 24 =X 20
245t
= O

&, O] ME2 AHZAE sealst f/lgdes WEsts 2Y A= 2= 7
7| Hoiet 32 EMH M EXE IS

« FD&C ©2o| O MMof Wet rpA= MZYM = 7|BF HESH 7410
Olz7|7|& MYStAL Ar8dts BE 2z THE7tet 7|8 (M=
M, =N, RSN, 20EM X 2A=7[7] AEX ZEhofA o=

’
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(Records and Reports)
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520

8t 9|8 7|7| (Restricted)

H

et MM 520(e)Q] =20 M2t FpAE OHH S mubof Cet o
230| §l= d% 71719 Hoj, HiZ £= AMES Hotd &+ U
O gUCt Hetel SXl= Bo7L A= 2Ae] 7157 E£=
EE 80 ANEE = ST TojE + A

o> H ol
O rot rot

520

ol

QUM ZEAIHAE (Exemptions for devices for investigational use)

IDE(AIE 717] BA)e ATY A R=d HOHE &7 2l
AN AH 71718 M8 =+ UAEE YUCLYY FFE Pm
K&tz flsh 7t A3 s E L s10(k)2f H2 HEZ0| &
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EHA AR 29 (Quality System Regulation, GMP), 21 CFR Part 820
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fe1 ==
S =

=& Ao[E

MSHZE (Performance

Standards) https://www.fda.gov/requlatory-information

/search-fda-quidance-documents/recomme
nded-content-and-format-non-clinical-ben
ch-performance-testing-information-prema
rket

https://www.fda.gov/radiation-emitting-pro
ducts/getting-radiation-emitting-product-
market-frequently-asked-questions/perfor
mance-standards

710] £ 2}2!(Guidelines)

https://www.fda.gov/regulatory-information
/search-fda-guidance-documents

AE#2| (Post market

Surveillance) https://www.fda.gov/medical-devices/devic

e-advice-comprehensive-regulatory-assista
nce/postmarket-requirements-devices

tries) % FH

1|m riok

XS & (Patient Regis
ol (Special Label

ing Requirements) | https://www.fda.gov/medical-devices/gener

al-device-labeling-requirements/labeling-re
quirements-specific-devices
S8 717|100l =& etEED otLgt HE

B8, Bx dajA oA M BAE QY
wE S 420) et SH 3g oxf &
£ 2AE EY + Yt 5F w0l g
L[

A EXLE 2 A8 (Premarket Data

Requirement)

A =:

https://www.fda.gov/medical-devices/guidance-documents-medical-devices-

and-radiation-emittin

g-products/class-ii-special-controls-documents

S Alaslof Fe.

- kgt @ EFEpA|ol] i) v FDA Classll o] Al3A Al v ALg
° A

5 - 517k Abolth

%<¢lo)] sl m = FDA Classlle] A$ Al A
34559 AF 37t Aol

4 #dEste] =2 “FAA=E FAQSR or cGMP)” <
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommended-content-and-format-non-clinical-bench-performance-testing-information-premarket
https://www.fda.gov/medical-devices/general-device-labeling-requirements/labeling-requirements-specific-devices
https://www.fda.gov/medical-devices/general-device-labeling-requirements/labeling-requirements-specific-devices
https://www.fda.gov/medical-devices/general-device-labeling-requirements/labeling-requirements-specific-devices

Er I 957l Az 3 #4243y 71EkGMP)” & wWE
o}

* QSR(Quality system Regulation)
* CGMP(Current Good Manufaturing Practice)

BB eFe cwF 4FIFELYAUS FDA” B
“@elwr) bR 2 F FEAAHAMEDS)” /b HEa

<3E45>98717] a8 THANY 2 FDA/MFDS H] 1
A)

O|=(FD = (MFDS)
sa oI5| 7t gt HE7H s= o15{ 7} Hitd

[=)
Class | 510(k)Al 0 BHA| s 1= M
510(k) AlEH Lot A 8
. Class I ko = = 268 5
o187} Al S|
Algt ® 50l Lt A S "
Class I o =t Ax 3455 57t
(PMA) AE S0l
SEA2H A8

olz7|7| M= %

ZEAAY I Regulati R EE -
SHA AR (Quality System Regulation, QS =132 I|Z (KOMP)

Current Good Manufacturing Practice, cGMP)
AL 2 Oj= AF2YZHHE (USFDA)

4.3) FDA 957]7] 59 &/
- FDA= 16702 55 &EF/5H Utk

< ¥46> FDA °l27]7] 5367 F

CFR Category
Clinical chemistry and clinical toxicology devices(2&@tst I &
862 AN EN T R

864 | Hematology and pathology devices(&4st 5! &z|st 7é*t'l)
866 Immunology and microbiology devices(d st 9l O
HI)

868 | Anesthesiology devices(OtF| 1t EHH])

870 | Cardiovascular devices(&&Hs=2t7|1t ZHH))

872 | Dental devices(X|2} &H])

874 | Ear, nose, and throat devices(O|H|QlZ= 1t FHH|)
876 | Gastroenterology-urology devices(227| % H|=7[a} FHH])
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878 | General and plastic surgery devices(2%t U g2 ZHH|)

880 | General hospital and per(sonal use dewces(%’i‘% A QI8 FHI)
882 | Neurological devices('z|AlZat EHH|)

884 | Obstetrical and gynecological devices(tt5Qlut ZHI)

886 | Ophthalmic devices(2t1} ZHH)|)

888 | Orthopedic devices('H& 2|1t EHH[)

890 | Physical medicine devices(22|X|Z ZH[)

892 | Radiology devices(2fArM EHH|)

< 347 >Product Code <Al

Medical  Product ' Device Regulation Submission
, Device Name
Specialty code Class Number _Type_ID

AN BRW Protector,Dental 1 868.582 4

AN BRX Stool,Anesthesia 1 868.67 4
Cabinet, Table And Tray,

AN BRY . 1 868.61. 4
Anesthesia
Analyzer, Gas, Helium,

AN BSE 2 868.164 1
Gaseous-Phase

AN BSF Absorber, Carbon-Dioxide 1 868.531 4

AN BSI Algesimeter, Powered 2 868.104 4

AN BSJ Mask, Gas, Anesthetic 1 868.555 4

AN BSK Cuff, Tracheal Tube, Inflatable 2 868.575 1

AN BSN Filter, Conduction, Anesthetic 2 8568.513 1

AN BSO Catheter, Conduction, Anesthetic 2 868.512 1
Needle, Conduction,

AN BSP . 2 868.515 1
Anesthetic(W/Wo Introducer)

AN BSR Stylet, Tracheal Tube 1 868.579 4
Catheters, Suction,

AN BSY . 1 868.681 4
Tracheobronchial

AN BSZ Gas-Machine, Anestthesia 2 868.516 1

AN BTB Hook, Ether 1 868.542 4

AN BTC Bag, Reservoir 1 868.532 4

AN BTI Compressor, Aie, Portable 2 868.625 4

AN BTK Strap, Head, Gas Mask 1 868.556 4
Ventilator, Emergency,

AN BTL . 2 868.5925 1
Powered(Resuscitator)
Ventilator, Emergency,

AN BTM . 2 868.5915 1
Manual(Resuscitator)
Tube, Tracheostomy(W,

AN BTO | ' yWwme |-, 868.58 1
Connctor)

AN BTP Dropper, Ether 1 868.542 4

AN BTQ Airway, Nasopharyngeal 1 868.51 4

AN BTR Tube, Tracheal(W/Wo Connctor) 2 868.573 1

AN BTS Tube, Bronchial(W/Wo Connctor) 2 868.572 1
Humidifier, Respiratory

AN BTT . . 2 868.545 1
Gas,(Direct Patient Interface)
Calculator,  Predicted Values,

AN BTY ) 2 868.189 1
Pulmonary Fuction
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AN BWB Forceps, Tube Introduction 1 868.578 4
AN BWC Needle, Emergency Airway 2 868.509
S pirometer,

—_

AN BWF 2 868.569 1

Therapeutic(Incentive)
Apparayus, Electronanesthesia

AN BWL (Definition:Call for PMAs 3 868.54 2
12/26/96(61 FR 50706(9/27/96)

https://www.fda.gov/medical-devices/classify-your-medical-device/do
wnload-product-code-classification-files

431 YE7]7] s5E gnkd EY
- Medical Device Classification< Class [, ClassIl, Classlll & -&3}4
Uk New Medical Device:= Y@= uagt 4L, HE =808 F&

A Edg AL

<3879>987)7] S59 EH

Medical Device Classification - US FDA
A NEW MEDICAL DEVICE
=
B cLass! CLASSI CLASS Il
k General Controls ) low risk moderate/controfied risk high risk:
| |
Special Controls ) exctdh limits. of xemption <4000 patients pes year in LS.
Clinical Data $100K) denwo HDE PMA
C - n | 5106
ially il peobable banufit - msoriable assurancs
epulvalent outwright sk of aalety and efficacy
510(K) Approval PMA Approval pracheats!
e,
M [ I | commse ]
D [ ] i | spealconio |
I | ontsm ]
Market Clearance /
Approval E
AN Sierral s

https://blog.sierralabs.com/iso-13485-re https://researchguides.case.edu/biomed
gulatory-requirements-on-medical-devic ical/regulations
es

4.4) QAL

4.4.1) A=A Al3(Premarket Notification, 510(k))21CFR Part 807
Subpart E
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7] = =4 k4]
{ (Traditional ‘ (special . (Abbreviated
510(k)) 510 (k)) \ 510 (k) )

- 510(k) I New 510(k) Paradigm)e] Flow ChartZ A # o
welrtE A At HestaAl sk 510k TERAAE AAHT

ATt

- EH7b e

=
PN
T

N2 ZAE 987719 2F Z2Z A2 A E(Traditional) 510(k)

H (Special) 510(k)

gL_r‘
ofl
i
rr
A

AFo] A WHA

- AZ2 EZAstE 9571719 US. FDA AR 4, 5E5A, US.

FDA, 7}o]
510(K).

HAs 223 83 Ao sdEE <k2(Abbreviated)

T

US FDA ¥ #e] i 9 57]7]

US FDA A 49 Fde dATL 9577
US FDA 54 7told 29| thrdo] F 7

<1980 >510(k) “EH7 F354d(Substantial Equivalence)” A% 4

=l lEe MDES MR =uzos
i S S51%| W (NSE)
MESH RO} AR, TE
NESHBY(D s 59 as0GBFFLE
(RS EATRO R 1= 22
NESH SUN AR A S=anTs
A s =35 BS54 His0| MRS
B e
i WERSARIVIISHE ¢ MEE7ISHRL0| MEES
FLAANILESS s HOUDUSKDUSNS — RUIVTHKDYEAS —
I ! W2 WeFE=rR
: MEE 7| R S0 2
=72 e
- i e —, R WIwLoE |
: 2ER SoiE A0 ~
: 2y 8px WINIIOI Q0P
SO !
[ s sEERDLZE Nl
HREE WA ——
im0y B > E-11 R
YT % . | Ao et
L A me
His0f B KR}
=N 55 (SE)  sgmow
§=§3§%?~sa HESA| U (NSE)
s

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYour

Device/PremarketSubmissions/PremarketNotification510k/ucm134034.htm
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4.4.2) NEH A3 GA

- 194 o57]7] 39 A% 9 S5&F
- FD&C Act 201(h) &l=7]7] A9 &<l

L=

- 9lg7)7] F235 (Product Code) AM 9 TEFe FA

gL A

_l {

- 280 51000413 AEHF B, Ag 74 % sleld s}, )
ATH FAAED LA FF o3 el

- 394 510(k) Al AR 9 AZ=AE ZH]
- 510(k) AlaA AEAE 274 249121 CFR 807 Subpart E)

- 4G4 510(k) AlaA AE D AAL
CDRH &4 #&AlE (Document Control Center, DCC)E 510(K)
A 27 25 AE, 15+ AAAFHE(eCopy)
510) AlaA A= A HE H§ A&
A2 F2GE) == 2AA o7 532 $2(NSE)S 24

- SEAl Alx4 F AF

ojf

=
=

<281 >A A Al ﬂ(Premarket Notification, 510(k)) TA|

5100 413
HEqE =l
ME 3740 o H|lZ=4 gl
o=7)7] e of = - 51000 AN = - 51000 ATA 124 2
E RS AE s=
FoSEER o HEXE EH| HE QL HA
7| ADE S
HEa 22y
£5 oz mol
\ /
- MMM HZE=R
FD&C Act 201(h) 2/ 27|7| =2 o100kt HEXE . CDRH 24 Ba)dE Document Control
=tol SARE =H91(21 CFR 807 Center, DCOE 510(K) Al M A= 25

Subpart B HIE, 15 PR 2(eCopy)
9|27|7] E=2ZE (Product Code)

245 223 9 gel

5100k MM XjE A| HE HIE X|E

=1

=25 &
SEBHA

—_——
£(5F & 2gHes
¥

EZ(NSEE 23
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< 13982>A 34 23 (Premarket Notification, 510(k)) A}

Our Average Total Review Time = “125 days 6 EMERGO United States

Regulatory Process for Medical Devices & IVDs

Day 1: FDA receives 510(k) submission 1 FDA ECUPV o W i o s oo R Bl Ak e S L el
databues wsing relevant search identsfying another (predicate) device with the Intended use and technalogy.
P-rwmdmmwwm%\%wmw;mmgumNmu;:wmwmmmwn

You identify. f the clasfication canno? be determined, use the 513(g) Process 1o request classmication from the FOA.
(DayT-e or User Fee v
il ~1% Possible

FOA sends Acknowledgement Letter

o Replacement
FOM sends Hold Letter if unresolved issues with FDA eC el s nabiin L Mo o e
eCopy € OPV ¥ E
Ingtie Clss s Cs 1 evices wil ey e il s
1f e, ar for.

o
request § St meting e the £

¥ o
By Day 15— RTA Accept or Hold? - ——
<25% RTA Hold up 1t cinical stules ae reguived, SppdY for an Investigational Device Exemrgtion (E)

. Develop clnical tral proicol and condoet sty *** Man-sgndicant risk studies
FDA sends Acceptance Review iy b petomed with oely RS approvel

to 180-day delay & ¥
FOA informs submitter if De Novo Application is oot MW Frepare*** and ssiomit Erzmizt
accepted for Substantive Review o placed on RTA am)ther FDA ECODV s _Mm
Hold FIA concluets faclty avpretonn of

A 401 30 MAOF SpRees
involved i the design a1 piodton
of o ez, AL parties must be

1 compllant with F)A QSR
iy 60 - Interacti 2 X
By Day 60 - Interactive or Al Hold >90% A' HOid -

FOA B S100 desrance et e A s
FDA conducts Substantive Review ! e

up to 180-day ¥ e

Prier SR, The FDA will
FDA communicates via a Substantive Interaction delav & ot G o e o el ol 1 Qe gttt
toinform the submitter that the FDA will either —_— ¥
proceed with Interactive Review or that the 510(k} anUthef FDA Moahmwoc.wlmm'k%wﬂlutﬁbﬂ&ﬂmnuluuw‘_o?:uunmwfm
will be placed on hold and Additional Information +ua:: it oo ey o FURLS st o G FOA Wb
s required ecopv sy feesfur Establhment FegisTation and Listg which st be reneved sach year
¢

“Vou are i abde 10 50 your devie I e LIS, Your comnpany anddevie Fegitration stays wil b sted on the FDA webte
i e e ode

A
Sl A 99% SE 1¢t pass

FOIA sends final MDUFA Decision on S10(k)

= = Seuryeby 1 com

5) H]= FDA System
5.1) v]= FDA¢] Establishment Registration3} Device Listing

- NESRe ML AT st 85 A4 T wk 7)Y £y
o] Fof Ao} @t} oleldt A
]

| WrEA 2
777 BEEI FA AEE 4 AT

.

- # x5 E(nitial Registration) : 510(k) &2 PMA 3|7}
= A7) HAg 309 oJuiel gEE ook gt}

il
3
#

(Annual Registration) : ©7te= IALL] 1
129742 At 555 Az

L
=2
fu)
[0
=
=)

_uJHU
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- W75 E(Update Registration and Listing Information) : o} 7
o

Aol Qe A5 BRH] Ut ARt AFEA Hesi.

ARE 877 F7
CH2E S e WACIE SW, A= W)
- Hx $5W 9871719 FF F0 BE A

< 348 >Establishment Registration®} Device Listing

Establishment Type (S5CH4)) Domestic Foreign
M| Z=Xt(Manufacturer), M| Z=XHRe-Manufacturer),
] Yes Yes
7|E ZEXHKit Assembler)
7} & X}(Specification Developer) Yes Yes
?|EF M|ZXtH(Contract Manufacturer, Sterilizer) Yes Yes
XH 2= & K} (Re-Packager), X E7|XH(Re-Labeler) Yes Yes
2| 2|=7|7|2| X{A2|X}(Re-Processor) Yes Yes
DIf=2H X 2| X Complaint Handler) Yes Yes
%= £ (Initial Importer) Yes No

- FY2022 A= 1d SFH+= $5,6720]™, Fiscal Year 2022 ot
e M ge thew 2ok

< 71%83 >0ther fees for Fiscal Year 2022

Application Type Standard Fee Small Business Feet
510(k} $12,745 $3,186
513(g) $5,061 $2,530
PMAPDPPMR.BLA $374,858 $93,714
De Novo Classification Request §112.457 828,114
Panel-track Supplement §281,143 $70.286
180-Day Supplement $56,229 $14,057
Real-Time Supplement $26,240 $6,560
BLA Efficacy Supplement §374,858 §93,714
30-Day Notice $5,998 $2,999
Annual Fee for Periodic Reporting on a Class lll device (PMAs,PDPs, and PMRs) §13120 $3,280

https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee
-amendments-mdufa
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L AASE Az ge2g. 4752 &
T AgERen 20223 WA S

e

<IH8>TF HJF
ey s HE 55
A o= iS5 (Update Registration
(Initial Registration) (Annual Registration) and Listing
Information)
HERHE 5104 A2 + ojd10g 1°'HE1 128 N2 9&87|7| 7t
EENEEYAE ITE A0 & ix sEEES 8
22 T AE7| BEE ﬂ V’ i (O, A= #E)
4 302 O] Lo SEEEE A=t + A= SEE =77
2250{0} B 23500 93 25
AR

5.2) 7l= FDA¢] QSR

5.2.D) wl= F&A 2" 74 21 CFR Part 820

- QSRolA 273} Design Controle] t™3gF GuidanceZ4 Medical

Device Manufacturer= ©| Guidanceo| we} A ZEL 7)dtsleoF 3
- FDA AAIE E:n|sh= FEA o] 71 ofE - FEo] /NEEA
TH|EA], B Guidanceol| we} 7/EEA 7 FH] EHojoF g
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<F49>FHA 2" 748 21 CFR Part 820

= L&
General Provisions(2gH =3}
* 820.1-Scope
Subpart A - 8203-Definition
* 820.5-Quality system
Quality System Requirements(Z& A|AE 2ALEH
» 820.20-Manegement responsibility
Subpart B . 820.22-Quality audit
» 820.25-Personnel
Design Controls(&A 2t2])
Subpart C » 820.30-Design controls
Document Controls(2A] £z2|)
Subpart D * 820.40-Document controls
Purchasing Controls(=+0f Zt2|)
Subpart E » 820.50-Puechasing controls
Identification and Traceability(A & % F=XA)
Subpart F * 820.60-ldentification
» 820.65-Traceability
Production and Process Controls(2i4F & 3 Zt2))
* 820.70-Production and process controls
Subpart G e 820.72-Inspection, measuring and test
equipment
» 820.75-Process validation
Acceptance Activities(=2f 2&) 4 finiched d
» 820.80-Receiving, in-process and finished device
Subpart H acceptance8
» 820.86-Aceeptance status
Nonconforming Product(28% X&)
Subpart | * 820.90-Nonconforming product
Subpart J Corrective and Preventive Action(A|™A 3 of&t ZEX|)
P e 820.100-Corrective and preventive action
Labeling and Packaging Control(Zt#2! 9 & ZH2|)
Subpart K ¢ 820.120-Device labeling
» 820.130-Device packaging
Handling, Storage, Distribution and Installation
* 820.140-Handling
Subpart L * 820.150-Storage
* 820.160-Distribution
» 820.170-Installation
Records(7| &)
* 820.180-General requirmentsd
* 820.181-Device master recor
Subpart M * 820.184-Device history record
. 820.186—Qua|it?/ system record
e 820.198-Compliant files
Servicing(A{H|2)
Subpart N . 820.200-Servicing
Subpart O Statistical Techniques(SAA 7|H)

* 820.250-Statistical Techniques
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5.3) H]=+ FDA ZZA7 A 2H

- EZAA 2=+ (Quality system regulation) 21 CFR Part 820
- Subpart B- Quality System Requirements(ZFZ A28 & A}
- 820.20-Management responsibility

< 350 >FDA #27 FAI2=H 9] 1S0134857+4 711 A A

S
1%  First Principles

2% « Overview

3% » Not Starting from Scrach
4% * What is ISO 134857

5% * ISO 13485

6y * What is QSR?

7 * QSR

8% * 21 CFR 820

o * Key Areas of Difference
10% * Management Responsibility

¢ A Look at Two Specific Areas
1. Individual Approvals
2. Change Procedures

12% * A word about FDA Inspections
13% ¢ Consequences of Noncompliance
14% + QSIT

e Systems Based Inspection

1. Management
15% 2. Design Control

3. Corrective and Preventive Action

4. Production and Process Control
16% e FDA Inspections
17% e Focus of Inspection Readiness
18% e Maintaining Inspection Readiness
19% ¢ Inspection Readiness
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(BEHE) dBFdo] A= FIA= FEAILH] & Fo 87
A AlzAbe] sHE FEARHY F2E WSV AE A
7] S8ty syHd Aol wet A" 4% 2 IR F

Y FEAS dESHHor Aok AIHE dA

(FA7E) 7 Az A= A L AzHE g8/ PY F
A% A D BES AT FIAYAES £l Atk A
2L F20 0F 2TAF] oBA FEHHEA FYPstelor @

7 Az FANAC UE AAE FHsolo} shw, FAN Y
of Y KTAGe] PP FANAY) AP AR 5
Aee RAS) GIste] olel @ WAE FAsIo} Aok FANAL
& 3 A BRo ARA Aol Yt Aol st FaH ook B
o A AAE EZFE AREAE Bad 49 AsiAe ok 7
FANA AMALY ABRRIAE A solof S 5] A ol
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A= Aol 93t
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HESofoF gt}
gt

FAAAS A AL

iy, B
<]

5.3.3) 820.25 <1< (Personnel)

(WAL 24 Az As B oA aTshs mE FE50] 33
FUEe BAY 5 YES WL ug, Y, FA 2 APe 2
& Qlglo] 83| glojof @t}

(Ed) 7 Az A £d APAGS defss RS FYshelol
e BE Qo] 159 WMAH YL AW FYFES TP
& ngstelol Ak
Fe] BRoE e 1T YT PAAFOREY WY 5
A& 871719 AL LI Yojof Wtk
AZT GEARY QTS FPStE AL PRFYe] FRO2H
WY 5 s AT A5E 23 ook Bt

5.3.4) 820.30 A A &g
(LA 35 EE 257 123 @@ 228 1539 7 A
ZAE FHR AALTAG] FHEL RASY] ] F17)9) A
AT B FHAE Y 2 fASelo Ak el 15F 7]
e AABYE FAshelok B}

- AFEH 2zE 0}

- aga g 717l=

A= 7171

< FES1>AMHE o777

A4 o|=7|7|

860.6810 Catheter, Tracheobronchial Suction.
878.4460 Glove, Surgeon's.

880.68760 Restraint, Protective

892.5650 System, Applicator, Radionuclide,Manual.
892.5740 Source, Radionuclide Teletherapy
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- (AR A AxAE AT VAL ALTAG] 7
A5t A ATE EFH 71719 =8 Ago] Re
7] Siskel AAAE SRR FAIsIoF Wk o] AAA
1, mEstn, 4EEE LTARE ddss g4 =@
Sk HAYY 9TAGEES BAEolor s ARH o] o
ste] AES R 22l ofo} B

- (BAEE) 4 AxAs AAYE a7l diste BEAS A4
3 PrlstEE AA=ES FAStT EAFet= AxbA
FrABt o @tk AAEZH A= =

g3tofof 3k, ol g HAEHo| 7]7]
ofstoiof gtk HAZ ‘
Eojof gt HAZEY

St

o

|
/\

AAAE) 4 AxAs AASHE] AFe 2A 2 e A4

3 GANN EHE U FHH BAE PE} AHD S
HE Aol U@ AANE ST FAslol Brh o] AAME
7 AARENAS FiAES 7 wAE AA B BE )%
o) RS Eastofol s, AEHE A HHA o] gl
g

2 TAHoF st g HEVERE EFHo o o AA
AR A= AAe Y, da, A=A Fol Ao ¥ u<d(DHF)
of 7]5%ojoF 3t}

- (AP F AxAE ABUAE AFT AAAE FYSHDL 4
stelob @tk MAHNZE WASHEC ALY LTAFEL 55
AAEA Belstelol Gt UALZY FHEL WAL, W,
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2, ASAE et A9 LdDHE) 7] =5 ofoF gt

© Az fUE, =
=

- (BAe1) 4 AxA= AF2AZE A Aol A&stA A=A

=X BASHE AAAE FYStD Akl oF Aok

- (AN 7 AzAE Y Aol AAWMAS) A8, TAS, fE4
Fol, AgE A% A% AE 9 £ U@ ARAE FYPsa
FA 3o of T,

- (BAo1E9Y/DHF) &4+ A ZzA+= A9
(DHR)E 4"3tar FAIsto ok stth. A A o] 5 1Y (DHF)
ANHE Ay EH Aol g FAE ) ugt MAEAGE A SHE
g a3t 715& x3stAY A3t of ok

A
i3
ftl
o mx
X
s
EiL)
&

5.3.5) 820.40 &4} &g](Document controls)

- ZF AzAE B AdA a7FHE ZE EAES BT FAE Y
stal fFA St oF gttt AAE thae AlFsteoF g

- (BEASY 2 8l®:) 4 AxAs B Ao 27AES S5A1717] 9
st FHE BE B4 Ie Ao AFAP S HESL AT A
(B)& AASA ok sty BAE U 2o Yy A= 7 EH
ojof g}, B Ao QFAES FFA77] HEte FHE EE &£
Ae AAZEHAY AHLEE BE ZAhd A ol 7Hsstefor 3t =
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5.3.7) 820.60 2

-7 Az e 59, AL, M 9 AR 7 AN EA
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7] 9a AEe] Aol gy AAE +Q5

5.3.8) 820.65 524 (Trace ability)
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5.3.9) 820.70 A4+ 2 FA 2] (Production & process controls)
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5.3.10) 820.72 AL, =4 9 AlFA1](Inspection, measuring, and test

equlpment)

- A A R AR@ARY By 4 Az A= VAE, AssE =
= A AAF 2 AIFAEE 28 B QAN A 2 AEAH =
FaES AHE 7HAE F Y 5" AHgol AFstEE stofof g
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5.3.13) 820.86 34~ JE(Acceptance status)

7 AzAE AAT PHOE AF] FASHE setstelol s
F47)2 el FA% $AFS vehyor Ak aPHE 59
g5e ERE AFwo MEHD, ALHH AAE0E AL BA
317 Slskel FANEel ARe Az 2P, GUY, R 5 Aus
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5.3.14) 820.90 F& g+ A #F(Nonconforming product)
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-(FEE AAp 2d ge AHH
UPC =& UDL &7z, e, 2aAXZF,

WA Aol Hehe 95t ZeEoldE ol Hth oy
ANE SR A AEH AAE EFR /15 AFolPIE

(DHR)ol| 7] 5= ofoF Frt,

(FHE) AHS7) 820.659014 875 = A5, #HHIEE vz
Al o 57719 TEEHAY F2E ook gt}
5.3.17) 820.130 7]17] *~#HDevice packaging)

7 AzAE A 2F D §A7t AT BB AT L HE A
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&4 2 d3E A ESF A 2 AFEHES BAsteof ATt

5.3.18) 820.140 # 5 (Handling)

- 228 —



S AZ AL A, £ A 29 8 BE Ragel A A A
Fol MAHA SEE ngs) 9% ARE SPSL FASheof
.

5.3.19) 820.150 X ¥(Storage)
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5.3.20) 820.160 wj = (Distribution)
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5.3.21) 820.170 A =](Installation)
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< 352 >Subpart M-7]Z(Records)

MM o|=7|7|
820.180 General requirements
820.181 Device master record
820.184 Device history record
820.186 Quality system record
820.198 Compliant files

5.3.22) 820.180 ¥®t 87+ AF3H(General requirements)
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=
¢ General Device Labeling - 21 CFR Part 801

¢ In Vitro Diagnostic Products - 21 CFR Part 809
¢ Investigational Device Exemptions - 21 CFR Part 6§12

¢ Good Manufacturing Practices - 21 CFR Part 820

¢ Ceneral Electronic Products - 21 CFR Part 1010

5.4.2) 2]87]7] @dg
- (#F#HH=) 21 CFR Part 801

5.4.3) ¢l57]7] Eil(Medical Device Reporting, MDR)

’:l

A e) 21 CFR Part 801

<1988 >H4 FDA H 1 A}sk
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T A= woll L AFFE WFEA] FDACA] K a1w o of

I} 77)MAUDE - Manufacturer and User Facility Device Experience

x B, TOHAL MZ=AF SOIM o|=7|7] ZHEE o[RAD BN LE
= 1993 63 O =2 1 /s A=Y

5.4.4) MDR Ei1A 9] FF

- AxzA7F AEdor & MDREYAM = 5FF7F len Z HiAe=
A 713 Hell slg FAS AA st AlEHooF Jt

< E53>MDREIAYE A&SAFHF
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oddy DAYt EMAZIOIL 9R7[7|0f MPieE aNste
580553 | MDRAZIOI HS 3500A%FAO|L] FDATF Soleh A2
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<HEH4>HI oF

Reporter HALHE 2 HEY 2 oy H2a AE
M =X} 30 day reports of | Form FDA FDA Within 30
deaths, serious injuries | 3500A* calendar days
and malfunctions becoming
aware of an
event
5-day reports for an | Form FDA FDA Within 5
event desigignated by | 3500A* work days
FDA or an event that becoming
requires remedial aware of an
action to prevent an event
unreasonable risk of
substantial harm to
the public health
T UX} Reports of deaths and | Form FDA | FDA and the | Within 30
serious injuries 3500A* manufacturer | calendar days
becoming
aware of an
event
Report of malfunctions | Form FDA | Manufacturer | Within 30
3500A* calendar days
becoming
aware of an
event

5.4.5) 3, A48 H

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequ
irements/ReportingAdverseEvents/default.htm

I ([Recalls, Corrections and Removals(Devices))

=

(el E717]e) glo] FAgelh) ‘omNNE AsHE HH EE A
& Fol WATE oxalA $e AW = AFY THH 2A4EY
G5 glom, AEA WS FAgol @ % vk ol EDACIA
L oggol} A4 2 5A 5L Fa oF AAN $e FATL
o1,

88 ¢Recall)s HEE F& AN AE H AFS] Agol
A 25D ), B AEe] AT A8 AT F744 ust "e
@ W A5HE B4 2 ol 5E FDAY AT FE 3
i, AzUATE Ao AWY FE ek AwH E= FDAC
g o %A 35 E Bl U Age g CFRS Bl 9
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- ZpkA 3] 4=(Voluntary Recalls) - 21 CFR 7
- o] %2 3]4=(Mandatory Device Recalls) - 21 CFR 810

- =3 Al 2L FA(Corrections and Removals)ES 93] 21 CFR 8062
Aot AzPA L FALAAE AN AAH L FAZRX A g
FDAo| X a&jof 3hc},

5.4.6) 2l57]7] 4 &2 (Medical Device Tracking) 21 CFR Part 821
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- Section 522 A3 7+A] A (Postmarket Surveillance Studies)e] tj
A
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- A% 3 50% AT (Post Approval Studies, PAS)
P 5% 2o E2A 875 = AdFPMAd = AA=E 14
A T ATV e F Y dF L v 9N AT =

ool %<l 3

o =238 5 A9

A=A og5r]7] ALHAMHDE, Humanitarian Device Exemption)2!
Jo] £l 2Ho® YH AT

5.4.8) UDI System(Unique Device Identification System)

< 71986 >Unique Device Identification System(UDI System)

m Unique Device Identifier Timelines K B

“Package e oo
GTINA G (1] B
http:/ ferara gsTkr org/fService/Servicefappl/07 asp

Concatenated GS1-128

f'.,".'.‘t':.’,.‘,‘?:‘ * Class Il devices must have UDI s permanent mark i it s to be used mare iz ST 4
Class W devicss & Software. || « Otk s H’Ilﬂ*lﬂm-ﬂ] 801.18]* 20 Gat Dota Malrx
[§802.20], plus... Y .-‘ nunbnmmmnmwuumumm y PMon-Concatanatod G51.128
e [ e e I
L) classified as o [§801.20]
s dovios & Sofware L llll!IIIl]
—

Application Identifier Key

\—M“,m p—— Dt e s o {01) - Global Trade Item Number
(10] EatchJLut Number

https://medicaldeviceacademy.com/6-udi- 1?1 ’:
implementation-deadlines-need-remember/ 21} =Sedel M I

6) 9 CE
6.1) 4 CE¢ =78
6.1.1) MDD<} MDRH]

- (MDD) 23x(1% Aot WHY-23% FH)9 HE5A4 128FEAL1 2
TRTAG-FEA412 A¢4d 9 CE marking= 4
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< 3#55>MDD<} MDR A ®]xl

T MDD MDR

107K Chapter
ey 237l Article
= 1237} Article
LN 1270 Annex 1770 Annex
B EN Directive Regulation

< 356 >MDRe] QW7 A}k

os g

MDR2| F=Q HZAAE « MDD (Directive 93/42/EEC for Medical device)2t AIMDD
((Directive 90/385/EEC  for Active Implantable Medical

device) &%
. HMEHQ =l : HOZEH HE (Annex XVI)
.« QIE7|Z(Notified Body)2l X|H

s SM

(Post-market surveillance) 23}
« 927|7| XY Z3} (UDI X EUDAMED)
o AYEIO| oot ALY 23t
so =F AIAH YOHo|E

U SE7|8c=MN S7|2(NB) 22l H K& XM
= MDCG 7|2 A&

o

.
m
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6.1.2) HA QA U FHTA

- 4A 9 Fzad

- Chemical, physical and biological properties
(et 27 2 YESH 54
- Infection and microbial contamination
(e 9 mAgE og %)
- Construction and environmental properties
(Fx 9 &H44 EA)
- Devices with a measuring function (&% 7]%<& RB#3 717))
- Protection against radiation (YAMI S 2 HE 9] HE)
- Devices with energy sources (A& H-{F3F 7]17])
- Information supplied by the manufacturer
(A z2koll ofsf Alsd HKH)

- 7lEEA

- 7171 A3 A

cold Al 7171 8 AR 71710 iRk Hx
A=A Al AR
AA B Az R
Add B Aol B FT2LTAE
ol 5-91F 4% A

- AFATH FEA FH

3]
HolE R a4 (PSUR)SH 85%0]
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- UDI DI CSZr=3A

- Annex v-A3A<el CE Marking

- CE A%+ Marking® ol#le} 2& @ele] ‘CE’ ofolz o] #o]3

-HHE e FA4AY st ™, ofef o] IHA Fo|xl HlEo] 1
& = ojof gt

- CE-Marking®] ©-f§ FEF ddz o= FUd3 4 AF
AoF stH, H A3k Smmold

olHF Ak FXE A FAY A7l6] dejAE HEHA Folw

=9
=t

i
N
N

iy

2y gy e AAAEE 85UVl CEng S BE4 Ql
t}. MDR ANNEX XIIol| wle} Z&A et FAA - zhFojof g}
Annex vi-ZAA A FJAE SEA] A== FH Z UDI A

- UDI dlo]ElHjo] 2o DI Y Az}, 717] AEAZE

Ao B 274
Aol B 2T
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<H®ES7T>9 877 BRVE

LAIX (60 O|LH), EH7|ZH30Y O|L), & 7|ZH30
A Ol AFEE|l= ZHQIX|

X-||—C',—§°,:} (Body orifices), 2/dt™ & (surgically
invasive), O|&l(transplantation)2| =XO=E ALE
= 7171 &7

MALE 7tsot 2utg 7|72 o F

SYx=2t7| A & (central circulatory system),
S YA B A S (central nervous system)

- Annex ix-FABFA2=H I TEEA Brtol ZAT AF{A
- FAAIA 2=E BIL
- [la, b, lI5F7]719 AL7}53 ALS HI}
- 7lEwA Bt
- F7HEE ARt
- Y=

- Annex X -32AA}o ZAZ AIAA Ho}

- Annex XI-AFHSA Ao A% AFA7T
c AYAEZ A H =
- ARG 2H

- A, A
- PP =)
-llasF7171e A&
- AEAS
- Annex XI-QIZ7]#o] g3k ASA
221 6)0]

LQAFA Y WY, FEVZE 5
- AgH Bk AR
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E xto] o7t AAAEolTtE A &AL olFe =

Pe At o abe o8, AP A, B FU o]
Ao AAE AF A B4

- Annex XIV-423 719} A2 A
- A H]OlEi—t— 71719 AH&2
HE 9n
-4 HolHE tULogRE ARE AF BS(HHY7Y 4=z
AL HAEERY BadE 50 452 F AE F
o

2 AT, S 717 Be ol F

- 0] 2] 1 1(Implantable) = Class T 71715 94 24 &7 (Y=
AHE A &2 AT, ol did AEAY dF As ZR)

[e] H o
- AAE o] 3o ‘%ﬁloﬂfﬂ 71 ZIZ2HE FHES HILS HES= FAE
4 9 FH4 A2 §A (Post Market Clinical F

- Annex XVI-9]87 EFHE 7[X A &= A=
. E’_EﬂE A=

- AA 9 s 1A (FAlT o)A
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- 2017d 708 EU o &7]7]4F3 A2017/7458 A2z A1 9|57
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<HE>9857]7] #H 71714 A

Accessory _ _vitro XIEt
a XHI= Custom-made In-vitro

I.
71717} of) S

Ay P o i B S VS — il |
Jjef eh Al B S AR S 2 = 71, &
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<™887>9 777 EH

Class 1 Low risk l
Class Ila Medium-Low Risk l
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Class III ngh Risk
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6.3.4) MDR #5&F(MDA, MDN, MDS, MDT Code)

< 360> Coded AlHF- W& A

ENE
SHERES

Code
MDA code (Active Medical Device)

1271710 2EE=

b =
MDA CODE | Active implantable devices
MDA 0101 Active ir devices for stir tion / inhibition /

MDA 0102 Active implantable devices delivering drugs or other substances
MDA 0103 Active implantable devices substituting or replacing organ functions
MDA 0104 | Active implantable devices utilising radiation and other active implantable devices

(2) Active non-implantable devices for imaging, monitoring and/or diagnosis

MDA CODE | Active non-implantable devices for imaging, monitoring and/or diagnosis
MDA 0201 Active non-implantable imaging devices utilising ionizing radiation

MDA 0202 Active non-implantable imaging devices utilising non-ionizing radiation

MDA 0203 | Active non-implantable devices for monitoring of vital physiological parameters

MDA 0204 Other active non-implantable devices for monitoring and/or diagnosis

MDN code (Non-active Medical | M7|& AF2SIX| &= o=27|7|0 &
Device) O= 3AE

MDN CODE | Non-active implants and long term invasive devices

MDN 1101 Non-active cardiovascular, vascular and neurovascular implants
MDN 1102 | Nen-active ostec- and orthopaedic implants

MDN 1103 | Non-active dental implants and dental materials

MDN 1104 Non-active soft tissue and other implants

(2) Non-active non-implantable devices

MDN CODE | Non-active non-implantable devices.

MDN 1201 IN¢ it devices for 4 and intensive care

MDN 1202 N devices for ini ing and removal of
substances, including devices for dialysis

MDS code (Specific characteristics) 71719l £ dAEo|l  Ojgt AL
g\.l/lclﬂA/MDN TSt StLt O] & K

S I-)
[
MDS CODE MDR specifics
MDS 1001 Devices incorporating medicinal substances
MDS 1002 Devices manufactured utilising tissues or cells of animal origin, or their derivatives
MDS 1003 Devices manufactured utilising tissues or cells of human origin, or their derivatives

MDS 1004 Devices which are also machinery as defined in point (a) of the second paragraph of
Article 2 of Directive 2006/42/EC1

MDS 1005 | Devices in sterile condition

MDS 1006 | Reusable surgical instruments

MDS 1007 | Devices i ing or consisting of

MDS 1008 | Devices utilising biclogical active coatings and / or materials or being wholly or mainly

absorbed or locally dispersed in the human body or are intended to undergo a
chemical change in the body

MDS 1008 | Devices incorporating software / utilising software / controlled by software, including
devices intended for i i or directly i ing the
active or active implantable devices

MDS 1010 | Devices with a measuring function

MDS 1011 | Devices in systems or procedure packs

MDT code (Technologies or Process) | 7|7|2| 7|&=0|L} Z=2MA0) Ot =
g\-|/|C|)3|:A‘/"MDN TETH St o] 2
)

mMDT for which or are used
cODE

moT Devices using metal

2001

MoT Devicus manufaciured using plasbc procussing

zooz

mMOT Devices manufactured using non-metal mineral processing (e.g. glass.
zo03 Grarermics )

mMDT Devices manufacturad using non-metal nen-mineral processing (o.g. textiles,
2004 rubber. leather. paper)

mMOT Devices manufactured using biotechnology

2008

mMoT Devices using

2006

™MOT Devices which reguire he of

2007

Mo Devices manufactured in clean rooms and

2008

mMOT Davices using ing of of hurman, ammal, or
2009 microbial origin

mMOT Devices using

zo10 devices

mMoT Davices which require packaging, Including labelling

2011
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6.3.5) 71&=ZAI(TCF/TF) A SFAMg)

QU AF gl Aol J1EA D AYYS FAFD, B
A e, AAE D DA A G, B A g )
8 W A B

- AF AW AFY Me/dR/ELH/EF/5E, E5/54, AF A

B, AAEAAEBEE 5, AHEA AWAZIEED
- (¢ 274G A F2E) MDR 244 19 87A g e A
A8 FHlol 3tk AEEE B A, RuA, AFHEA, g
AeAREA Bl dod, Y FAoRE AP B4, 2

2 ZAE AV 3, B 3E, AAEEAE ¥ 5

- (2AA Y2E) dAAE, 55, 4], sl 743S0, EN, IEC, KS),
3}st 5 A (MSDS, Technical data), AARE, ADAZA S

- (NBAAA) AP FAS FZANGE AR, OE 71719 235
AGHE B LT REETE We

- EC &34 A ADOC)
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6.3.5) &l W& AA T

- Annex X

‘EU 32 A@e A37#0] 71719 7% A} B4 F9F7) 3
A, AgE 717] Aigtel et E AES XT38t §F 7]V
7} o] A8 #™H 2F}ES FFste=A Flstal AFsteE AR}

=g

- Annex IX QMS and TD Assessment
- FAAGA =" T EeFA HIto|l AT AT HI)

- Annex IX Specific Procedures Section 5 : A4FEH R ZF
- BEA XY ASHEEA b I/ o]A 3 EU 7l &4 B7F <
=49 Fx ARE EU 34 AE AdS5A9 = ZRE sfHs)of
e 24S AAE HEEHT

3
2R AT 7718 Axse 59 B FA B AxdL
B3k, Aedol WAR AEASS FASH, ATl AFD 7
g e AL nEdop A

G4 W7t AR AeHE N9 A AZATL A4 BA
gRg oy w A9x B PHA Vo] whek EU AEA Al
A4t wpslol gk BU 434 AL 2astd A9 77
EU &4 A% AZAd 7148 84 2581 717 284
o] FAo el RABTE AL AEAT RASL HAstE

2AE A% 71718 Axse d £ we F2 #e AzHL
Wata, Aedol BAH AEASL Faske], ATdel AFH 2
2 We AL nFH o} A}

G4 W7t AR AeHE N9 A, AxATL A4 BA
!

At AL TP A 7))
EU 2] Ald QASA 7led g2s E53ta 717]dd 485
o] FAHY a7 RI3thE AL AxA/F BAsty A=



- Annex XI Part B : A|ZEH=
CAE AT AxE BE
F-E&A Vol whgk EU &
Aol HAE date] djidol

=H F2AE& FFsta s 71719

A

&S RASE A A

=

717v EU @4 Al A5A
| A& o A2 23

o

L

< 71999 >Annex Il Technical Documetation(TD)

\ Annex |l Technical Documentation (TD) |

n I, b, lla
b Isimir
L 4

Annex X Annex IX
EC type examnabon QOMS and TD Assessmant
Is/mir lla I
High risk devices High risk devices
Class | m v ]
b Annex X | Annex IX
Specific i Specific
procedules b proceduies
Sedtion 6 ila Sedtion 5
4 x T ryv L 3
Is/mir
Annex .:PUI A Annex X Part B |
"mmw' Product verfication
r r L 3 L i
CE Mark CE Mark with Notified Body Number

6.3.6) PMS & PMSE. 1A =4

AZQAE 2 A7 e A SF vAst 717 fFel
GT PHOE AW F RN A2ES AL, £, A3, 7,
A % deelEstelol Utk A® F A Azde AA &
B¢ 71719 B4, 4% 2 ARAe) BF HoHE FEFHo|n
ARoR #3718 2 BH}L YoF AEL SE342 oY
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- A& & 7FA] B A (Post-Market Surveillance Report, PMSR)#H?
- Class 1 7] 719l AzPA= Al F A AgY A= FHE A
T F A dolEe B4 w3 ZES 20 @ AW F
HIAE FHlsto ot 2 Aol gk o84 A 2 Hd98&
Aol gUth 283 ¢ BIAE HUlolEsta 8 A &

l
l

il

PSUR)&+?

- Class Ila, Class IIb & Class Il 71719l Az=GA= 2+ 71719 sk
F714<1 kA Ao wE Ay HuA (PSUR) 2 2 A5 =
7171 253 #-dste AR B4 A 9 AES gosfoF YT
AN A HeolH e Al & A Al ARE HK o
A xR ol ik o] &8 AL AW o®E FFHUG

6.3.7) PMCF & PSUR

- F7]PMCF(Post-Market Clinical Follow-up)o]&?
-PMSY] 3 FFE A -‘747P°ﬂ g A5E T3
+ ZEA|2~2 MDRe = a7ARYUT 9=m7)”7
A, 2bFPe gt 75}71]4?_1 tolHE F33ta
aEAFUY. AxzPA= PMCFE B3l €2
MS HaA, 94 7} BaA, @23 H7F B
Zﬂ%ﬂ‘ﬂ oF gt
-9 m7]719 b ¥ A Aee g4
o2 #estH, ARAQA FA el
PMCF9] E#dyt}. PMCF= M2e 94 a7, 9
Egox FAH HolE HE, AlH A AT
XA e ol o B8|7]E AHERY &AL
o] F
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- PSUR(Periodic Safety Update Report)o]&?

- SU"E mT7 g kA R Aol diE BUHE AE6h)
A% EAYUS AR 2 Ao tig MER A8 5= 4

of xEHFolx HIFAHL A4S AAstE Aol PSURS H4 Y

o},

- Class IIb, Class Il 5359 957|715 AlZxst= A= wid PSUR
S A Fd)oF 31, Class lla 559 957
2~ 2o 3 PSURS A|&afoF gyth

- JA= PMS Hlolg A4 the HuAME US| A=3HoF st
o, AS7|#L BIANE HES o]F I A3}E EUDAMED®] 54|
slofoF gt

~
il
2
Y
ol
rlr
r?
i‘-",
Ir
B

<1¥100 >MDRel| @& A% H7} dX}
CONFORMITY ASSESSMENT PROCEDURES UNDER MDR

Annex I - Technical Documentation (TD) Na, |, bs, Im, esi

ical Documentation (TO) on POSE el survalliance (PMS) =

L 1 bl
s

|, b, b imp

Annesx X
Type Examinatian

n. o, III:IImDI -~ [, 1, b impl,
Ha, Is; b, brsi +

PART B:
PIRRIET WS TeT
fevery device)

Deciaration of
Conformity (Do)

< 713101 >MDR Q1= Z 2 AH| 2~

* Overview

Gisotation ao S A Taa;hni::l ::wiew (Al
(Signed Certification : dacumentation (Stage 18 2) . "’ﬁh"iﬁ T
Agreement} T assessment process)

Certificate issuance |- Final decision

S

X AtE: NDV AL HEXIE 20224
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6.41) F2E I =H

- EN ISO 13485(2016¢] =)
- 4

i
ol
bz

N
> o
T

> 2 oM
o g% of
uii}

I 2 o o oo
o M e of N 2

M
1%
N2
=
rx

-

AN
O
A
oX
02
>
| >
gm
1o
-
X
e

Awn o
Oftl ofo 0 1%
> 2 ofo ofo
oY O Hl nE
gwmﬁ
>

o

N
me
rx
o
4
Pl
0%

55 Ml Hot 8l HFLAHO|M
56 4% 4E

6. K&z
6.1 Xtol 52
6.2 & XA
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7. M8 A
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6.5) % CEY Ar5#g
6.5.1) AFZ7+A A % (Vigilance System)

A AAHZX(FSCA), At TEESN), AHE 279 HlAZA
8 Y577 AASHY Az®Es Aststa BHEs] shH
xggHo zx3E ZEd7] AAFHEAIALI AN FEH
7ol =2FJI(MEDDEV 2.12/1 rev.8 Medical Devices Vigilance System)

& FFatolok It

- O AVIA 718 BHur|Fe BEgst= EE A (Event)= Akl
B 7R AG o] B asle]of &

(incident)® 7FFsta,
- 1% (false positive or false negative test result)
- oA £ g2 g (adverse reaction) e FAE (side
effect), th& =4 =& AFH 452§
- A 22 71717F Atare]l FRARICE FAHEE A A3 A7
gk o3} = Al o] 2A stAY = olE2A & Ths

Ao WAT B

- AR EAE Tee TFEAY oo FE AL ofUn
S
A% bR EHo| wyY
R F A1719 F7) BE4A
LAY A0 A, T EE Az weA s 54
e L RE R

6.5.2) At B3 At
- CE vtz & F=3 717]
- CE vtz & F2stA] YA, AR A8 Mo sidsts 717

& Aol A&l EAlEo, CE nt2E F3shA]
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%o 717]
- CE vz & B3shA] A, 1283 AlE EA A 9o A &
1 =]

oA AdE3 AlFH dEE AHEAE F

- oM EZ} WA A, A
NBAY 7 L

@), TEt Rol® AxA} B
A M2 re 29 oy

- b} clgA 2@ AZ-AE e AzE obs)
o

- A ZA7Y 28571719 oWIES] ARHES FHe FACEEE o
fr lol AASA ¢3), 28y o= oHIESE 4A H EREH
B 109 o]

- (71€h

- A ZATY 571719 oWIES] ARES ke SAE LT o
fr glol AASA &), 28y =ojx oHIESE 4A H ER=EH
B 309 °]u

- AzAT} Ao w Rusopd AT sgais Al taA &
A Ho 183 o MIEES Busol s=A9] ofRs} s 2
FuT Aol Ame F8el webd A AFde] RiME
Az o et

6.5.4) MEDDEV 2.12-1 Rev8
- 2013 1ol AN AR Al &7 o5 7] Alz=d A

gk AHS AE3.
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- o] A|Z% EU MDR ¥ IVDR9| Fd= EFsta A&s|A A
Hus 93 712 AR EA401H-

- 28y M Z& EU MDRe| 87x¢} EU IVDRe| 82x+& Abwrolu} 47t
& A7 sz o)A A & AAZE Abarel Wik AA R 7|3t
S 30¥A 15YE SGFHAYTE ol FAHo] A8y wiol A

& A Ba 87 A dAEEE AFo] = YHPEE AL
= dq3Ed

<E61>957]7] HA R QFAE vl

MEDDEV 2.12-1 Rev 8,
Section 5.1.1 Provides Criteria

MEDDEV 2.12-1, Rev 8
Section 5.17

EU MDR Article 87 and
IVDR Article 82
(Sections 3, 4, 5)

Serious Public Health Threat

Report immediately but
not more than 2 days

Report immediately but
not more than 2 days

Death or UNANTICIPATED
Serious Deterioration in State
of Health

Report immediately but
not more than 10 days

Report immediately but
not more than 10 days

Others (could have led to
death or serious
deterioration in health)

Report immediately but
not more than 30 days

Report immediately but
not more than 15 days

6.5.5) Abar B3 Al ~"Hl(Incident Reporting System)

- AxA =E 19 Y gEgde =t g dAHe V=289 Hrhe
o] Hx Al RuAE wt= A A EsfoF g

- HxEBEIA9 HFTRIAVE stUe] BaME AFHA Ge o,
7y HzxRAIAM= HEEA HFHIA | o2 of &

- A3 RuoRyE BE5A3 A RIstA ¢r] BRuE B ad)or 3

= AR AA7E dojok &

- EEAS} 2=9j29] o FofA MAYSHAI, A A5 AG #3 &

ZAotA A A xR ETE AALELS AAA AAHZXAEZHN P =

Al BarE o of g
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- A ZA7F EEA9F 291229 o] R fAet= A, AAF AgA7}
Al &= o oF g

6.5.6) A& ZALA| = (Post-Market Surveillance System)

- A% Fol YuANINE AAH T 2ABE B4

AEAE AT F EZAAE E FAFIAN2EY QRE

f
e
QL

|
g
=
@)
s
)
oft
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- (PMCFA9)

- CE marking & &4 AHl/ AF 1F == J9FH AFE 159 ¢
4 dHlolEE 2o sl AxAVE BAZH, AAAH, 22H 8
24 WS sk A

6.5.8) MDR #1863 PSUR (Periodic safety update report F7]2]<eHd ¢ H)

O|ERIIA)

- lass3 Ibess 3 Mlew7I71oAzA=, Z47te] 717 8 slgst
= A% 7 71719 B Ee Ol del, xﬂSMOﬂH AFdE A%
FA ol Fo AAAF ] ARE Y53 ANFEA o] F2 HGAH olH
E B4 A 9 A2E 2% 714 A dHolE BaA
(PSURDE, BE FsA ogzx] 3 AAxA 9] offo At 3
Al Ewlsteiop @t s 71719 FEF7IMAe] AA 2 PSURL

o

- g% MI5F7171¢ xﬂzxrt, PSURE IAE oz Yo 3
dule|Edtool o FEAZTZY BE ALl 1
B2 9 H2x30 ?.L?ﬂ stal A= TlewA e LRI Hojok

.

- lla 5571719 AxA=, PSURS a3 249,081 dojx 214
S AHo]ESto o stk FEAZ]VY A-E AT a
PSURS F&A12 2 B&X30 A A= 7549 57T F

ofof §t}.

- FEAZ7719 A$ PSURE H44139 A2de dg=HdE &
*H AE7} Hofof .
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6.6) 1 CE-EUDAMED<]

6.6.) 35 < &57]|7] dHolgH| o] ~(EDUAMED:European Database on
Medica Devices)

- EUDAMED:=  #¥ 9 =771 dHelgHlel22 #3H 437t
Regulation(EU) 2017/745¢} Regulation(EU) 2017/746& & 3}7] <&
N3 IT Al2"lelty, EUDAMEDE & 6702 F2& o] Fojx o
o, 2020 129 19 Actor registration(3 §J 2 S2)ol| it R E o]
7HE = At

< 71¥102 > EUDAMED (6 Modules)

... -
NG9 BS

ity Unique device | Clinical
identification | | Notified bodies | | investigations
il | (D) and and and YOS || suwelance
DOoaraioe device certificates performance
peaLis) registration studies
All gl dawic nec || spca || wme | caEc

AR: Authorized Representatives / CA: Competent Autharity / EC: European Commission / IM: Importer / MF; Manufacturer
NB: Notified Body / PR (S/PPP) System/Procedure Pack Producer / SP: Spansor

6.6.2 74 95717 ¥HH

- 9|5 7|7I(MDR) gt FHEU) 2017/7459] 26= 2 A< g 9
g 7]Z71AVDR)el digt FAEU) 2017/7462] 23=x0 met 79 9=
| 9HEMDNS thee AUSE Ae BER

N
N

]

271719 A3 F9 ulolg o] ~(EUDAMED)®| 7|53 thefet &
oA AzJA 7t EUDAMEDe o|= 717]& S5st= o &%
tH, A7l A 2 3 7171 AR - 7]17] A8 AHUDI-DDF 2

|
o i Lo

i
&
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EMDN2 2 MDR 8! IVDR &7 AhS Afste 4 54& 5
stz MDR/AVDR A A Bl 7] 41, 5 7oA s
e BA AEY, AR F A, BA B AR F dolHdAR &
4 5 FAAJ] 9L I ol= MDR/VDRe| weh &-53dt= EE
FLAAE Y37 93 Aoy FA A2l 717] D A A A AL
7Hsdtal EUDAMED® 55¥ 718t 2E 71719 #dste] F2 7]

7] ARe A3

6.6.3) -4t ] & ¥ ] 2(EUDAMED)

39 ol FF HAS HIsta, Aot oS- ETA A
S Hojste] HRo| d4 2RSS WA sk, 7A JAF BAHS
H8 AR 71ES AAEH, FAA 2" dig AHE 2SS F
ANEEF 3517] HalAe HEA ARG A A oA AFE = BRI T
stal, AREo|AAEo] AR HA3] HIE 4 oo It

o] &S GAste Hl JAA F83 A JheH shube ohFst A
AN ="E THetd EA19 957]7], ¥HEE Economic operator
ABAH &F2h, A8 Hrkel 54 9, A5, AFA, 9%
A&, A R A 2AE Foll e ARE #@"O‘Poﬂ AEsteE 9%

EE 2EA9 HA% By olle} S
4

- 267 —



- EUDAMED®| & Actor registration(G§ 912 S53)9F 71538t US5Y
t}.  Actor= FA  Supervising bodies(zH=  7]3)(European
Commission 3 $¥3], Competent authorities #4 &=, Notified
bodies ¢1= 713 ¢} Economic operators(7Z A2 9=y}

o

- 525 ojoF & Economic Operator

- Manufacturer (EU or non-EU manufacturers)(A| &2} (EU &= H]
EUA| ZA})

- System/procedure pack producers(A] 2~el/d =z} 2 AY2ka})

- Authorized representative($1% o] <l)

- Importer(Z= 4 #H)

6.6.4) SRN(Single Registration Number)

- SRNo|&, EUDAMED % ##H 34 4 9 #AH HIA A
= s

73A *=9AHEconomic Operator
&(Single Registration Number)o

- SRN> EUDAMED®|| 9|a} 34 = a1 EUDAMEDO|A Actor 5% 23
< A5 #A =l ol EUDAMEDE Saff L3 Hrh

- X.& Economic operators(Zd A4 &9AH= AW ¥ Declaration on
information security responsibilities(g X 2t A Jo] w3t A AE)
£ dE2=3&oF 31, Non-EU A2+ 558 Addigidade 94
AN E JdEE hojof s}

- Declaration on information security responsibilities(d 2 R.<¢F 24 9] o]
g AAdBDe 5H4A F T templateE TS F JoH,
A& 3l Economic operator(F A2 *F2AHE ED Aol 3
+ Ab#(Local Actor Administrator A< s§ 9]z} #E]zp)el| oJs] A
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=ojo} g},

- ST AT 9 YA

=
34 EAoofof 3t

- Actor module®l Alg# =23 =

LUA: Alz2t¢] 73

% 558 AxAe] JnS

FSAHA A & tiEDZE] A

Age oot 2k

HhHE

B OdﬁlM}%ZPQ‘r AR HS 8 BeE %JE‘r.

LAA: LUAE3ZE + Actor tlo]El &} &S e oW d

F7F LAAVY Hojok 3t= A3
Actor®] EUDAMED #1 #e|#x&Z PRRC, QMR =
&FtA AA-E

User profile

AT

<E62> BAE AT

Actor(& | Xh

Rights(# g

ol x4

AHEXL Z=23)

Viewer(E £ At All(25) May only view registered actors
and own actor details.(S=%=
QIXtRE ApAlo| WX ME HE
or = = )
Verifier(d3 A} Authorized View + verify non-EU
representative | manufacturer registration
(Y CH2lQl) | requests and verify/terminate

associated mandates(H|[EU X|=
it esE /8 E7 + 45 H &
H 3 d5/88)

Mandate

manager
(R 22X

Non-EU

manufacturer
(HIEUN| =X}

View + submit/manage
with authorized
representative(s)($1®  CHZ|Qlaf

QI IAtS =tol 4+ K =/2t2))

mandates

Linker(® ZX})

Importer(==Xh

View + link importer with
non-EU manufacturer(s)(3= & X+t
HEUNZALE =201 + A A)
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Local User All(25) Verify / manage mandates/ link
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