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2.

% 

110 111

% % 

529,083 99.58 452,692 97.78 

2,234 0.42 10,282 2.22 

531,317 100.00 462,974 100.00 

3.

111

/

/

Covid-19
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(4)

110

111

110

100

( )

1.

(1)

/

2020 Medtronic 289

APPLE FB

GOOGLE Amazon

BMI Research 2020

4,273 2019 5.9% 2020

2021 5

47.8% 24.8%
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20.7% 3.8% 3.1%

2020 47.8% 2019 48.5%

2022 02

2022 01 Omicron

20%

80.5% 6.4%

92.9%

(2)

US Food and Drug Administration, FDA 2022 2 23

Medical Devices; Quality System 

Regulation Amendments proposed rule

ISO 13485

ISO 13485

ISO 13485

ISO13485

Apple Google Microsoft 

IoT
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(AI) 

(3)

2021 12 21

CDMO

2.

ABS 

X
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1

2022 02

2022 01 Omicron

20% 80.5%

6.4%

92.9%

3.

(1) /

2045

6 2020 1.5

700

Dexcom “

”

“ ”
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Bigfoot Biomedical

“ ”

8 Bigfoot Unity FDA “

”

Bigfoot Unity 1 2

Bigfoot Unity MiniMed

Bigfoot Biomedical

FreeStyle Libre 2 Bigfoot Unity

Bigfoot Unity

AI FreeStyle Libre 2

APP

AI AI

AI

(2)

Kalorama Information 2018

CGM SMBG

121.6

96.0 2017 2%

2023

10.6 2017

12%
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2018 2020

8% 12% 9%

23%

2013 1.5% 2011~2016

15~20%

Global Data

2018~2023 4.41%

5.44% 5.11% 2.61% MEA

2018~2023 7.92% 7.2%

HbA1c CGM

HbA1c FDA 2016

Dexcom G5 Non-adjunctive label CGM

2017 Abbott Libre Factory calibration CGM

CGM Dexcom G6

2018 3 FDA CGM 2019 41

2018~2023 CAGR 26% 2019 Abbott Dexcom Medtronic

98%
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(3)

Frost & Sullivan

2015 23.84 2020 52.55

Frost & Sullivan

2015 1.38 2020 13.94

(4)

16% 2000

2019 200 890

11% 6%

IVD

6.4 2017 526 2024 796

11.6 12.2 Evaluate Pharma

IVD
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(1) /

Bigfoot Unity 2021 5 FDA

Libre 2

Bigfoot FreeStyle Libre 2

Libre 2

Bigfoot

Bigfoot

Abbott FreeStyle Libre Bigfoot

(2)

IDF 4.25

Continuous Glucose Monitor

CGM

CGM CGM

Abbott FreeStyle Libre Dexcom G6

CGM FDA

CGM Dexcom G6 2018

10 2018

FreeStyle Libre 14 FreeStyle Libre

G6 FreeStyle Libre
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FreeStyle Libre

Ⅱ FreeStyle Libre

G6

G6

Abbott

Dexcom Abbott Dexcom Dexcom

5

COWEB Ⅰ Ⅱ

CGM 25%-30% Abbott

Dexcom CGM Medtronic

Senseonics

CGM Enlite Guardian iPro2 Enlite

Guardian iPro2

3-5 Enlite 6 Guardian 7 Abbott Dexcom

MinMed

Senseonics 13

Eversense Eversense CGM

90

(3)

2017 50 2021

86 2017 2021 14.52% 2021

150

Intuitive Surgical 1995 2000

182 da Vinci Surgical System
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CMR Surgical 2014

Versius

Versius 1,800

Auris Health

Monarch

2019

Hugo

RAS CE  Hugo 

RAS CE Hugo 

RAS

CE Hugo RAS

3%

2%  65%

2000 21

Endo 

Wrist 3D

350 8 -19

10 700-3500

Hugo RAS

2019 9 Hugo RAS

Hugo RAS Intuitive Surgical

2
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3 20.00 

11 73.33 

1 6.67 

15 100.00 

4.

107 108 109 110 111

10,648 25,246 22,585 25,382 29,030 

161,840 383,372 554,314 531,317 462,974 
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2.

3.

( )

ISO 9001

GMP

US FDA QSR 21CFR  Part 820

1.

(1)

(2) : GMP 1511

(3) AbClose M12, LENS

(4) ISO 13485:2016 

(5) FDA 21 CFR Part 820 QSR

(6) FDA Contract Manufacturer

2.

…

ISO 

ISO13485

ISO 13485

Sub-Assembly

Finished Product

GMP

US FDA QSR 21CFR, 
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Part 820)

GMP FDA

.

( )

1.

% 

110 111

% %

488,783 92.00 442,593 95.60 

854 0.16 6,241 1.35 

0 0.00 260 0.05 

489,637 92.16 449,094 97.00 

41,680 7.84 13,880 3.00 

531,317 100.00 462,974 100.00 

2.

(1)

2022

2020 30 7

7

7
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30 2020 US$

1. Medtronic $30.12B 

2. Johnson & Johnson $22.95B

3. Abbott $22.59B 

4. Philips $19.32B 

5. GE Healthcare $18.01B 

6. BD $17.11B 

7. Siemens Healthineers $16.93B 

8. Cardinal Health $15.44B 

9. Stryker $14.35B 

10. Baxter $11.67B 

11. Boston Scientific $9.91B 

12. B. Braun $9.12B 

13. 3M Health Care $8.34B 

14. EssilorLuxottica $8.25B 

15. Danaher $7.40B 

16. Zimmer Biomet $7.03B 

17. Alcon $6.76B 

18. Fresenius $6.22B 

19. Olympus $5.66B 

20. Terumo $5.57B 

21. Smith+Nephew $4.56B 

22. Edwards Lifesciences $4.39B 

23. Intuitive Surgical $4.35B 

24. Canon Medical $4.22B

25. Hologic $3.78B 

26. Getinge $3.64B 

27. Hoya $3.47B 

28. Dentsply Sirona $3.34B 

29. ResMed $2.96B 

30. Hillrom $2.88B 

Medical Product Outsourcing Magazine

(2)
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A. 2022

02 2022 01
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6.4% 92.9%

B.
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4.
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A.

B. CDMO

2021 12 21

CDMO

C.

US Food and Drug Administration, FDA 2022 2

23 Medical Devices; Quality 

System Regulation Amendments proposed rule

ISO 13485

ISO 13485 ISO 13485

ISO13485

(2)

A.

2022 09 12
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15.0% 13.2%
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% 

110 111

( % ) ( % ) 

1 SJ299 48,181 23.68% SD064 16,591 15.51% 

2 SA067 20,357 10.00% SD001 12,174 11.38% 

3 SD001 14,682 7.21% SA067 8,979 8.39% 

4 SD064 8,684 4.27% SJ299 64 0.06% 

5 
( )

26  0.01% 

20%

( )
0 0.00%

20%

111,573 54.83% 69,163 64.66% 

203,503 100.00% 106,971 100.00% 

1

2.

% 

110 111

( % ) ( % ) 

1 C001 214,016 40.28% C030 135,417 29.25% 

2 C030 139,060 26.17% C001 109,919 23.74% 

3 
( )

5,729  1.08% 

20%

( )
4,692 1.01%

20%

172,512 32.47% 212,946 46.00% 

531,317 100.00% 462,974 100.00% 

1

( )

pcs ea 

110  111

9,639,141 267,199 6,772,309 182,299 

9,639,141 267,199 6,772,309 182,299 
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pcs ea 

110  111

 46,614 41,680 9,283,795 489,637 127,068 13,880 6,451,815 449,094 

 46,614 41,680 9,283,795 489,637 127,068 13,880 6,451,815 449,094 

.

112 3 31

110 111
112

3 31

6 10 9 

13 14 15 

104 107 115 

123 131 139 

37.4 37.8 37.6 

3.3 3.5 3.4 

0.8% 0.8% 0.7% 

8.1% 7.6% 10.1% 

58.6% 60.3% 57.6% 

30.9% 29.8% 29.5% 

1.6% 1.5% 2.1%

.

( )

)

( )

.

( )

1.
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(3)

2.

3.

USB

Telnet FTP WWW

-117-



4.

(1)

(2)

(3)

(4)

(5)

5.

(1)

(2)

(3)

(4)

(5)

(6)

6.

7.

(1) 111 9 7 9

(2) 111 10 24

(3) 52 0.5

(4) AD File Server

(5) Aure Intranet

(6) : email pdf
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(8)

( )

.

106.07.01 
~ 

118.08.31 

1. 114 8 31

2. 114 9 1

109.12.01 
~ 

129.11.30 
1.

A
110.09.27 

~ 

B 111.02.14 
~ 

C 111.02.17 
~ 

127.02.17 

D 111.07.28 
~ 

114.07.19 

E 111.10.28 
~ 

114.07.15 
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~ 
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( ) -

107 108 109 110 111

84,954 244,525 1,046,085 1,000,919 570,935 

180,633 193,208 179,941 163,020 365,995 

2,716 2,812 2,093 1,738 3,100 

4,542 80,268 447,609 418,278 889,804 

272,845 520,813 1,675,728 1,583,955 1,829,834 

40,989 101,636 143,682 106,471 167,668 

42,973 175,391 309,639 171,194 
193,557 

1

─ 68,533 432,125 409,870 484,384 

40,989 170,169 575,807 516,341 652,052 

42,973 243,924 741,764 581,064 
677,941 

1

231,856 350,644 1,099,921 1,067,614 1,177,782 

165,436 184,386 207,446 215,744 258,892 

43,694 47,506 649,717 653,115 656,709 

22,726 118,752 242,758 198,755 262,181 

20,742 44,997 68,503 90,884 
236,292 

1

─ ─ ─ ─ ─ 

─ ─ ─ ─ ─ 

─ ─ ─ ─ ─ 

231,856 350,644 1,099,921 1,067,614 1,177,782 

229,872 276,889 933,964 1,002,891 
1,151,893 

1

1 112 2 24 111 25,889,242 112 3 17

25,889,242 1.00 112 4 14

111 111
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107 108 109 110 111

161,840 383,372 554,314 531,317 462,974 

32,201 191,865 328,020 257,197 233,942 

(735) 126,086 264,015 180,766 132,922 

2,478 (3,494) (15,604) (18,231) 82,769 

1,743 122,592 248,411 162,535 215,691 

2,205 98,010 197,760 130,252 171,297 

─ ─ ─ ─ ─ 

2,205 98,010 197,760 130,252 171,297 

─ ─ ─ ─ ─ 

2,205 98,010 197,760 130,252 171,297 

2,205 98,010 197,760 130,252 171,297 

─ ─ ─ ─ ─ 

2,205 98,010 197,760 130,252 171,297 

─ ─ ─ ─ ─ 

0.13 5.58 10.67 6.04 6.62 
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107 

108 

109 

110 

111 

.

-

1 107 108 109 110 111

% 15.02 32.67 34.36 32.60 35.63 

%
128.36 216.96 851.41 906.32 454.15 

% 207.26 240.59 728.05 940.08 340.52 

% 173.91 204.93 690.69 834.22 276.09 

% 720,331.40 8,558.93 13,206.65 2,108.14 2,871.88 

3.75 7.72 7.43 5.59 4.23 

97.33 47.27 49.12 65.29 86.28 

14.39 8.60 5.74 3.69 2.27 

8.84 9.92 8.38 8.16 5.73 

25.36 42.44 63.58 98.91 160.79 

0.91 2.05 2.97 3.10 1.75 

0.57 0.97 0.50 0.33 0.27 

% 0.78 24.99 18.14 8.39 10.40 

% 0.96 33.65 27.27 12.02 15.26 

%
1.05 66.49 119.75 75.34 83.31 

% 1.36 25.57 35.68 24.51 37.00 

0.13 5.58 10.67 6.04 6.62 
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1 107 108 109 110 111

% 72.16 147.88 157.16 68.40 152.46 

% 58.31 91.76 120.59 78.99 58.97 

% 10.14 30.49 9.35 2 10.56 

(38.59) 1.27 1.15 1.30 1.41 

1.00 1.01 1.01 1.05 1.06 

20%
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2
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111 110
% 

570,935 1,000,919 (429,984) (42.96) 

365,995 163,020 202,975 124.51 

3,100 1,738 1,362 78.37 

889,804 418,278 471,526 112.73 

1,829,834 1,583,955 245,879 15.52 

167,668 106,471 61,197 57.48 

484,384 409,870 74,514 18.18 

652,052 516,341 135,711 26.28 

258,892 215,744 43,148 20.00 

656,709 653,115 3,594 0.55 

262,181 198,755 63,426 31.91 

1,177,782 1,067,614 110,168 10.32 

20% 1

1.

2.

3.

4. 111

5.

(1) 111

(2)

6. 110

7.
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( )

111 110
% 

462,974 531,317 (68,343) (12.86) 

229,032 274,120 (45,088) (16.45) 

233,942 257,197 (23,255) (9.04) 

101,020 76,431 24,589 32.17 

132,922 180,766 (47,844) (26.47) 

82,769 (18,231) 101,000 554.00 

215,691 162,535 53,156 32.70 

44,394 32,283 12,111 37.52 

171,297 130,252 41,045 31.51 

20% 1

1. Covid-19 111

2.

3.

4.

5. 111

6.

( )
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( )

111 110

%

255,630 72,824 182,806 251.02 

(722,059) (12,168) (709,891) (5,834.08) 

16,616 (175,820) 192,436 109.45 

1.

111

2.

111

3.

111

( )

( )

( 1 ) 
( 2 ) 

( 3 ) 

( )

( 1 ) + ( 2 ) + ( 3 ) 

337,274 83,658 (363,483) 57,449 ─ ─

1. 

(1) 

(2) 

2. 
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1 1 1

( ) 

1 1 2

( ) 

112.12.31 2,000,000 718,598 1,281,402 

( )

.

.
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1.

111 36

1,393 0.01% 0.30%

2.

109 5 12

A.

B.

C. 20
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09 2023
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111 29,030

6.27% 4%~10%

112 4%~10%
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2021 12 21
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)

( )
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( )

109 11

( )

1.

20%

2.

C030 C001 29.25% 23.74%
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1.

2.

3.

6 12
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達亞國際股份有限公司

審計委員會查核報告書

董事會造具本公司民國 111 年度營業報告書、財務報表及盈餘分派議案等，其中

財務報表業經委託資誠聯合會計師事務所周筱姿會計師及梁華玲會計師查核完竣，並

出具查核報告。上述營業報告書、財務報表及盈餘分派議案經本審計委員會查核，認

為尚無不合，爰依證劵交易法第十四條之四及公司法第二百一十九條之規定，繕具報

告書，謹請 鑒核。

此致

達亞國際股份有限公司 112 年股東常會

審計委員會召集人：

中 華 民 國 1 1 2 年 2 月 2 4 日
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