P11 BobEIKR
gl#, Ied skl

—HB XA &RHE

‘B OR OAH B EE
AR A e
"/ A TRA BiEE

Pamcias 9

HB RS Z BT IABEYS S ¥R E R AT S 7k e Skt i FF 7 Kl
W “RERETRME FHERE—, SBERATEASAREIFHME
ERH EFreS . |G, ZARRTRAEENATZI, &H
MBEL+/\MESE, RIFELEFRPLENNFNE/NA; 1t
5+, HB A m—ERAEWENL. e RIES,

A r




mE MBSk |

4 @ SHR—

HB HB
HB
HB
klr
1 £AfE5
HB
60000 580
60 HB
20000 HB
8 80
HB
2010
HB 1S09001 2000 1SO13485
2003 i
FDA CE JIS
100
HB
2008 2008



HB

HB HB
o
2 fwnRE
HB 1990 2500
1
90
80
70
~ 60
fé 50
=40
£ 30
20
10 -

20044 20054 2006%F 20074 20084F 20094 2010%4E 20114F
4

1 HB

2000 HB
2002 HB
HB

i S RE 2> gH
FrEFS v (2R

~ =M

3

~
v
i d



mE MBSk |

25°H @) HHe—

2003

2004

50

CE
2005

2006

15

2007

2008

2009

30
2010

2011

2012

2013
LD2-B

HB

HB

HB

100
I1SO13485

HB
HB
FDA
20
HB

HB
60

80
3999
HB

1S09001
5
LINX
JIS
10
33000m>
18000m>
25 HB
20 HB
HB HB LDI-A
CMEF ——
PG HB

oou



HB 2013

HB LD2-B22 2013
2014 HB “ i
s & 7 72
2015 HB

3 felvelFEE D 4T

HB
3.1 RUBIFRRA

HB

a. AAFTRIZN: HRIENE) AEL%IT, HB 235 £ 2014 FRA1 R T 5
HT65 4. KEBRVER T AR &, FFEAAN 26 4. FHMEARFTAH 551
AL 2R T B 70%. JLEAEE L.

x1 ANEZRBENERE

T2 REUERTAH RENRE S5EUEALZWRTALL

o

765 85 26 70%

b. FHELZFHEN: 2014 4 HB 28 9 A2 HFHB/AEH LA 1200 7 T,
& E 2 ARG A 7%, 2014 4k HB 2 38) 89 % 2 S 8049 4 14045 7 7L,

i S RE 2> gH

FEFSIS .

E 3
1

PRS-

£l
]



mE MBI <|

4 @ SHR—

H b B E R THH 800 F ., 4 E 8K T 57%.,

K2 2014 FRBHANBERER

LEAFR 2.

BHRE BN BH AEEW KA BB RHFR &5 =H0

1200 7% 14045 800

HB
3.2 1UeIFNRR
HB
a. =mEH
2014 HB
6 1 5
0

b. il & AR A=A AL

HB

o 2014 EF LM =R EHRSEE 18 1
o 2014 EHHUMHF = REFREEHE 151
o 2014 F£FEWHFUIA 15590 Bit, HP#H~=REFRSHEWKA 6050

FTTe LRI 3 Friro



=3 e REAAER R

=]a

83.3%

38.8%

4 RWWETr Rk ) FEe D E =S

41 BIXeIFHEENTR

oor

i S RE 2> gH

FEFSIS .

E 3
1

3

v

TR

k¥

£l
]



th 4.2 BFEZBEFINRSIFERLIFREN
:/]t:
[
ﬁlJ|
iz
=
ie
9:':
231

4.3 BRZEESHAESRFRRMEET]

5 ArE IR S

HB



HB

5.1 RARZEM

HB

HB cc >3

HB HB

L4y
PR R

S 4]
FERER

2 HB

a. TA#g T s M) ARILAE HB &) 3T e wiE £, HB 248 #)
)R AARIE B AGARR . b B @GR, P E AL 69 ST AR AR

JE ot

27k

RS RE S 9H
BFEHFEShIe SN

~ =M

3

-~
v
v



W, RAZTHHRREAT, ikt A A R AL BAFE, Feh, BET HRALRESH
PR RN R
b. H = HHE AR RILE HB A3 5 K69 AR A& . HB 3 B #T4MA
| 8 L+ AT 48 % 69 & R, VAR HB A8 RAAH B A § F 4aif = M Fe
Iz FHBRGLH R T QEFHZAARN ST THERLE., RIEZBROBAANF
2010 FRAARA LT HHH AL LR,
© ¢ trwraaE ANEHB AIARAMERA. SHES. RXE
Tt #esei A R, HB A AL Foiet s, e s AL wELELER
FAFE G F
d. HF1hegFHRK: HB 08 F B BA XA, fbafiegsss, €
FHAHT, A AL, RILE HB 28] B 5| AR T 3 69 T A A 5 St B
#, HB &) T 7 E4a6a4745 T 96 ik Lk, FAEHEIHFEX L3S 2
FIEA, EAL A 0 AT A AR, F AR R e X AR, WA ZE
sEM BR) W b BN AT R AARIE R RA L AL — R A B G4 Rkt
8, FIRAMGA AR E 24, F4PE, FELONEL P IE T 5,

5.2 BirhixEAR

mE MBI <|

HB
2016 7 2015
2015 60 2.22 16.1%
65 14386 10.5%
3% 2020 2.5 2030
60 30%
50 2000 2010 160
420 500 7% 2011
500 46 48
18 33% 2018



29 31

100 2014
20
20
30%
5.3 ESHHENEFTHE
HB
HB 2003 2008
5 2008 HB
2010  HB 2011

54 MEBENEHMRREMES

a. HB 28 IA TN ZIRAFEOEHAN, STTHIMEL, K&
R RICAR A, BAE Rk A E o AL AR, AEEARRRAT2 F AL,

b. HB 23] &5 XK MART 46 OTC 2 5. MR = suif 45 L% RE, JF
HRREERHRME, E2 T RELEXE, RFEETFHANEEFo
RAIR Z);

c. BAABRNTH %, EBIRSHRA: NIACAELBELT 5MIEKX
RAe 3AHFL, PH 150 $ R—BL4 7, 300 $ K=, ZR247H, Bib
E# 5000 % REZ6H)E. REMEFRE; 22T SMEBRS T SF 150
ENEERS 3, WERRSMELELZT 4B M NMNHBITHR; TENEER

i S RE 2> gH

FEFSIS .

E 3
1

PRS-

£l
]



th %W 44 B 5T A B AR 8] 7% 5 B 9515 B) BB 405, ST A ik RUAR & 7 2 8] 49 70
ﬂ: HER, ARENG FREFANEE AR T KGR,
i d. FEEA ML RIS ek e L8, HB 2 &) 2 F) B 2 K45 & Wit
ﬁ“| TR B T . T, FRMGT S ENIRE, LTS5 ANE
Bz M E, AEGYREARE B oL, 2012 F 3 A, SABERBEHIENE
BOSF ok 2 g RIS AR, TR E 3B E A K, B, — ittt
%@ A5FH 50 74, ETHWH 35%. 2015, NE BT EN20%ATEe,
% 80%A 44, £, EEATH L, M RALE+ATOHERX, XKLL L4

B 249 30%, KT & 70%. HB A3 LT A LA EA WHEEHINE, 5F
&R HARME Ao R RGAAAE 0912 %  HB 8] 2k 5 &k E 55 BRI+ 3 WAk,
Ph“BEE AR TECEHR RN EMTR 9013 ERX, RS TEF S
MR RSB IRT T AR, ART R, RIRIEE S a9 AR A T
KESFTAP, WHEETHRLE, ARAFLA P AER KNMEF TR,

55 FEFaeNnmik

a. ARANNRIR

b. I KEFHE

60

c. MBEFFRREERE



2004 HB

6 wIeIFARBNSE

HB

HB

6.1 IRNTHAREN

HB

ISO7971

6.2 ®UHERSE

HB

ISO13485 2003

HB

OEM ODM

CPC

i S Rkl > 9H

FEFSIS .

E 3
1

PRS-

£l
]



mE MBSk |

4 @ SHR—

HB

6.3 mRHEIPRY

HB

HB

CMEF

HB 86.7% 2014

6.4 EERGIER:E

HB

o1

HB

HB

HB

2013



6.5 ZHFXNME

5% 2
5%

6.6 JMNEISTEXREE

Meyra
HB

HB

HB

2012

HB

FH A REaI > 9H

FEFSIS .

E 3
1

PRS-

£l
]



mE MBI <|

4 @ SHR—

HB

HB

ph

1SO13485: ZB “ERF BEMMEEHEARZ” & T ETEMRLBSKRG . B
G TR YIRS, A 1S09000 A7/ 698 A R R RATR R, Ak 1SO
LBLRA T 1S013485 1996 mARA (YY/T0287 #= YY/T0288 ), *t[EJ7 &4
PR EERARE T FRAER, HET ERG R LI R HAET
ARIFOIRAE A . 1SO13485 2003 AFEGI2ARZET BMAEEEAZ, AT
&M 49 & K ( medical device-Quality management system-requirements for
regulatory ). ZAR/fE @ SCA/TC221 EJ7 BARM TF HAd Al & KAFEMBEARE
RAHIZ, AL 1S09001, 2000 # A ehedrk s A4mE, AFEME T 348 X04049
JREEIREER, 125 T2 1S09001 4o fE B 77 BARAT AL o 49 27648 5.





