[Fk27%12A]
BEEHFBEERE -£FHER

TH2 8 EEEXEFRTERENME

Ik 2 8 FEFETFTHEEEE 9, 0548HFH
2b, B b4 ¥« 7, 650HAH
HLWAARDT- D OMELHRERESR 1, 40483FMH

T2 7TEEFEHE 8, 904HAH
 ET OFE OE B B %8 1508@7AH

(A1, 25487%FM)

xt Al F E 101. 7%
( 85. 9%)
X FEINIE THT LV BAD - o OEE S ENSER: ] 2BV 3 TH .
¥ OEHIToWTIE, BELE BERHVEA,

K ¥ E B H >
I EHNCERR - EREBRFOENMEOCRIRER [—iER]
ERRE BRI AERS [— AR HEER)

BEOLODERES I VDEELEILIAT 45— a3 vDHEE
(]

BRREEEKOGEERIRDORE [HiER]

BIRFS v TR EDEME AR RDHELE
EXGOLE - REZICHET IL—ILESFOBE

EERL - ERESR BEERSHRORDEEOD R [—HBHER)
EER - ERES -  BEERSERAOREXNERDHE

W GERBBECLPREMRDEYAFICHTSHAE (LFaS b —HYA
T UARRE) D€ [—HBHEER]

X ik SE xR O HEE

=i

X 5 8 5 < <




(2 7TEETHEE (2 SEEFHELR)
BAHA BAMA

I EHHCERG - EREEFORERNEAEORTERE (—iHitiEn)
290 — 441

ERSNDOERS - ERBIRED A —H— HRITEEET T, EHNRERR - E
R L AR TRHRET LI L2EBET L0 IEBRREORFHOHA—DOLFT27T b
V=Y A = AEHET S,

(1) EFHERBHZFORALEE 4 — 19

O BCKKREBOERKESRZED, BER LOULBEHOSVAREABEREREDE
UL RET D720, BER=—A0BRWERKESREOEMEANICHE T SRS
DEE IR D BEGRIEH 25T D,

(2)ERBEHRT—2XA—ADEE 274 — 264

O EEHEOTHRERZESXNROBILEZK D20, EFLI NI RKBREREH
®E£ WERERRA~OFFERITET T, BAERBEICHELZT —F ~—
EHMSNTT —F OMEEERLHIT FIEDOREILOD 7D DIRFEIEEETT 5.

() BAELRBEEDHES 12 — 158
O PMDAIZBWT, EHEEBHEROKLE, TREZEMNKRE L TEFTHER
RERRITAR 2 ERIEE 2 O OB AR FRINESCER R Y X 7 FHEE (RMP)
1B L ZeROEHRSFITLER NBEHZBET D,

O BBROSMEEEZWmZIDVEFEEEAANTZ NGBS RO ORRE#
HET D0, BARCESENERT HBICHLERPMD A~DIREBRHERICESF
R E BT 5,

O ##R - FFE2 R L LEEROBIEFERZ#ET 20, BB ERME
oA —ND HREEFRE L F— ITEBEINELZEMHFERETEE 2.
RS ~DOEEBER IOV THRMA BB T REERERV LD 5,

O BEERWERDZE « L FIEZIZOWTRIENICE L TEERIERERER]
SIEv=a 7] IZ2WT, EREASHICBTHEERORHRER, REIx
WZETHEY, BFOMREREZT-WET - BEFHEITO,

' BE) BFNEER - ERBBOREE (H2K)

| (EFERR - ERBFORALRE) [2. 8{&M]

'O RAEAFBOEFEH#BZLZED, ERLOVEROBWEAREREBREDE

M%ﬁﬁfét@ ER=— AOEmWEREIREORIHE AIZET 2 RETE0;
IR D EHERIEH 2T 5,

1 O Eﬁ %@ﬁﬁ%xéﬂ%@ﬁm&létw %%Méﬂtkﬁﬁ@%hﬁ@
E%m%ﬁéﬂ%“@ﬂ@m T %ﬁ@%&% %%Ltrw&mwzz

Lk

________________________________________________________________________________



L (ERAFOARARDRES) [4 7 8{&M]

O A EREAKEDEROZUIMLERER I OB FERFEIC OV T, Eif7EH
FEIEN B AERROT 7R Se S (AMED) 238 U7c EfEn b ZALE T— B L iR

L STREITV. TORREMABICERALT 5,

O EREOFHED RfCAEMRH FZOTRIR 21TV KOV ERRATZE 2 E

. CTEDBAMOBERFZEIT),
(DN ZAN A/ R=2ay -2y bT—UDOWE RBEREREERA LR
| RRARA U ISOERE) ) [3 1{&M] |

'O EVEESMERIEELZ— () NEHETHEEREEREEZERL, &
L RS HR R A L & LT PR & B BRERIFE - TRBR AT B - D DA |
B r 5,
K2V N A ) _"—=2ay -2y NV OEELHET I DHOEE)
. DEEIZSV T, BRESR,
(7 LERORREIZA T IO #E) [3 6{&M]
'O KRS EREEOER S ) MERELENTED N ZHLE L |
LT (25 AEREOEREILE ZBET S, ATy S DXy FT—2 %
L FEL. Y AEBREERLT, 85 AASOEINLEROERLEERS, |
| (EEHBITREROREICET SMEDRE) [69{&M] .
O ARREE - FBRLEE - LEWELE - SREHEOEROZSTHERICHNE |
RRRIERe . AR SN DHEHE ORI R E S O AR HEE I B AR A A |

I ERFEESFGRMERE [— ] 278 (HH)

TOTHE—OFHEAHETHIBEPEOEERFOMR (LXaT M) —H A
R) BT VT B & T A HRICHEBANCRE U, EEEE OREE A0 M LI FEE
HICEBRT D,

F. BRAD A —H —DOERNBERERE OMEUSALRLE HERKIZ L AERE, - [E
HEEREE DTG L2 HIET S,

(1) FOTEER - ERBBEBIL—=-V72 V42 —0ORE 122 (HHR)

O HAROESEHHICOWTT VT HENIEBIICIERREE L CHEE>RET S
Tedd, PMDAIRZ 7V TEER - EREREEN L —= TR ¥—] 25
BL, TO7TEEOHEY BHAYE KT ATHELELEMRT 3,

(2) BRHHOZHE~DOTEENS I 149 (FHR)

O EEHHIOEBERME S oICHET 2720, T 27T F 10 AICHITEANME
L7l CH (ERELRFRINERSHE) ~ORMEH RSN LEREER LA
Y5,

O EREROLERFRICEL TEBRHIEZIT5 MDSAP Pilot] (%) ~0&MIC
v, SINEOHS Y & #Hi L TPMD AIZBW T EMIERE O B E%
EEETHT-OOBHIEEZEHFET S,

3 TMedical Device Single Audit Program ([EFtHésRE—FHE 722/ 5 L) Pilot],
KE, AFFEOHRBIERASML, REFAZEHEE O£ L - S oflss - &
BHIR D HEORE R Z S EREHT 53 T2 BU,

-3 =



(3) ERMLEREMEFBROINE - REEH OB 7 (HH)

O ZEMFEROWBHPODOERSLHRNER VN B EXLHEBELREM 5L
2. BBED SIS ~DOREMEIERORMER CERRR B HET D,

HE) EROERERS (22#) [15{&MA]
O ER - RESIFICRT B HARELBAL 14 pEEDLE LT, EA - B |

B DONMBRR AR ERAREIEOBFE L ET D7D, HPEOERBIRS
(BT S ARE CEMFEREFE OFNE~DOIRE., FEIAENDLOTHEEDR
Ah%ﬁﬁﬁ%@ﬁﬁ%fy&~%mﬁkLT%%?éc

'O AEABRLD - CHADERY—ERAZZITOND L5, ERERFOR

%iﬁ%ﬁﬁk$%ﬁlhgﬁﬁﬁwﬁﬁﬁmﬁ&%lé

'O BANHRORBERLZES T L0 — A~V R —F =L B0, R

PREEBER (WHO) ~DHIUHZHEFTE L, ==Y /b~ R - 31w ¥ (UHC (3X) )

R, BB - BEBMEAR, KERRERERM(L2 SIZHRY M,

MUHC : £ TDOA2 PNEOHKSNIRBERT —ERA2EXTE, ¥— tzﬁﬁ
FICRFHREEZ bRV REZHE TS

O A ARDIEFHRANICHOWTT V7 FEIZHEBAIIC hﬁ%htf@%%ﬁ@?ét

. PMDA L (707 ERG - EREREE N —=2 b4 —) ZREL, 7|

VT%E@E%%%E%%K??%H%%%%H?%kk%m‘ﬁﬁ@%%ﬁ%:

O E > [ERLRRRMERSHE (FRR27 4 10 AICHEAN & LTI ¢
~HERRAIZENT 5,

O Eg%@%@<mnm@Mﬁm;n\TQTﬂﬁmxwéﬁ%ﬁﬁﬁgwﬁﬁi
RHWMEUPEHE OB RS 2TV, FENREORELELZBL T, 7VTHE |

H A REXOFES ZRET 5,

I BEOLEOOERESIVOMELELLIATar— a3 0HE
[HEEH] 6. = 1.8

(1MNBEDO-OOERBE D a vOHE 18 0 (HHKR)

O 2 FEKFOWELARELL, fFkic ﬁﬁt£E$F®§%?Ltf$
EFEOREDOIEBFE Y a ) OFEBRIZET T, 2 4 RIS EER RS
5%@®%ﬁﬁf®@%¢%%%@t@@@m%@%%f~%%m@ﬁ&é%
iz T 7o ey 22 Bkl 7e & ZEAIET - RO 0 DI ERRDOR{ED T D
ETNEELERT D,

(2) R4 YFOTCIbDH | 5 — 11

O EZFEZOHEMFE HBEELOLEHERTERTHERT 2 FERFNEHBIZBVT,
HoMDEYHLEKE 2 A, v FOT CEMRBIZOWVW T IR 2 EHT 5,




| BE) Fh - REREEOHESE (H24)

:(?—észwﬂ%mnmﬁmﬁﬁ%) [8. 7{&M]

'O EFERBRFIC K BPDCAY A 2 TS o T 5 - ShRM AR E R OB A

v ETAHRD, EERRREIC kwT%mLtFT Z )V AEE ] ROFHEIZES
CEEOERBRICOWT, 30 - SWEL21TS,

Fio, ERRREVLE/RL TV A EENRFRRERICOWVTL, R/0REE
EEOT, [EMICZ DERERE TR ANDZENTEE LY, ZOEHMM
FERTIT Tld7e < FEBROERESH - BREORIES 2 RREE bREHT 572
bmﬁﬁéﬁo

'O 20208 T, BERFHAOERSCERBHELEZR 570, RMMERZT
%ﬁénéFBK@%Aﬁjﬁ%Hé Fih s RESLS VDA 2y T 4 TR
ET 5 BEIREREFECTEORHEDOXELIT I,

D (ERFUBEREOEELT) [40BFMA]

O FERFEBIEDEZE TH- T, EEFBOUFICL Y BIELOTHAMEZEEN
BHEITR LT, ERERE A EFRISE & E U (Rl & E 5 5 FE 5 ok

R ED D,

 (EEBRZEES N OFHESERUVEREDEREH LEDHENKE)

: [4. 5{&M]

O LB MNEBHRICL Y RE LEEE - EESDESICH LT, REFSICLS

NN L IC k). BEEDORELHD, i Y - S |
| EBITHLT, HEEASAOW) AT, BAEC L 5 HSER COR |
REMFEREBICT 1 — KAy 7352 L B BMESR (RAHEL, Hos |

MNBAIESE) 2175 2 LIk, EESKOBEFMAOHEELN S

O EEWEORBMEERE X RS R BT 5 L Ic kY, R, BRIET

L LKA LEBEDKTOTFH., AESIEFREOHEELTHEDOHERZ R 5.
(R OEEROMEE) [9. 7{&M]

O WRHEBICEIT B EERASERME Y — CAOPRORIERTS, $. O |
Bl 51T BIT 5 MMOYRERSICR ML L bIC, NEREEEY S — |

DFEEZIRE L. AELBUEE 0 RREMRZHEET 5,

O MBI RS A ST B Bl DR 2 B E 2 7o R O EAGE |

L ITOWTHEEIT O,
C (BEDOROOERBED 3 v DHEE) [1. 8{&M]

O i) S EBOMEER TREL L. kI Tt%ﬁﬁfwﬁ%TLtf$%,

DICHDIERE Y a ] OEFIZMIT T, Mﬁ%ﬁﬁ%ﬁ%ﬁm B 5 Hdk

TSR B 7 & ERFIAT - %E@b#@ofﬁ%®%M@tb®%vw$¥

| DFIRT DI HIEED 70 O B K — b%%@%ﬁé%k |

EEET D,

________________________________________________________________________________



IV #EXEESHOLEEENEDORE (#Egn] 170 —- 312

O ?&%Eiuuo){;ﬁﬁm_ﬁ%@ét IR v s EELSEERRETE]
IZBWT, ZEREREFTHEICBRENRENR BRHETERIC OV TOmE
R *ﬁﬁ®$Fﬁﬁf+®ﬂ%ﬁﬁﬁ°*ﬁ§#%%OD%H’IE’JJ{E — IR E R L, BRI
ST EILREERE BRI E L OFRE (TA—T v 7 (BHF) FE2AR
T 5, £z, BRI R OEREMRICE T 2R EEMO MEHERHRE
D E R 258k 5,

E (fi%E%nnO{ﬁﬁﬁﬁﬁ B TER) [6. 9{&MH]

O Tﬁ%EKDnODFﬁ%ﬁi%IZ)t P=x) v 7 ERGLEHRRFE) |

I BWT, SRFLETHEL %‘FAYj‘Téi’LtuuE’?DT‘H*)%{JILLDELOD\T@&]E:
i ﬁﬁﬁ%ﬁmﬁ%@ﬁ%m'@*ﬁﬁf*%%@%f’ﬁH’JuWﬂﬁ% TERINZ E R L, A
T ICREBEREBREICE LOERE (TA—T7 7 (BF) ) F2AK .
T 5, £z, ESRBRHEERE R OERERRIZB T 5 % RBERER O o EHER *ﬁﬁ'
OEEEEHEHRIET DL L bio, ERERSICLIBERFEICHETIEEELE!

BT D,

1 O % B E ER A IRE S D E T 5 BB EIE N BRI OEME DR Z 3T

BT,

L OXBRBEELOKEY =T O HAREL, TR 29 FRIT 0% L, $&m¢g.

. DB 32 FEERE TOM DR D BWEFHAIZ 80%LL EIZE] B, |

________________________________________________________________________________

V BEBRFSyYyIJTLHEQOEDIERAREDHE 467 — 329

OfEl& K5 v I EDHELE 301 — 180
AV E—=Fy hRT VR =72 PERFEFENSEHRIL, BEAETIERNT v 7
ORBFEIZET T, BRELRRBBREERR ZHERT S & & LI, BEEHOENTKA
%Kﬂtf%f_&brﬁ&'\k@ﬁﬁ%lﬁk@@% L AKBESROBILEEZRD,

(%) ChAELERBMRIEIRFIEL)
OfEl& F5 v 7 IR I AR F DAL 4 — 6
A v E—=Fy bRT YR = ERFEFENSRL, BEAT LRI v 7
OARFEIZAT T, Bl EME BEREROBILER S & L bIT, IR L 7ZE Y O
IR TE\ S B IRER| OFER 2 X 5.

VI EESOLE - BEZICEHT AL —ILETFORE 10 (FHR)

O fEZFEIT iéiﬁﬁfifﬂ:??i@%ﬁﬁﬁ’%‘ét&) ERAERGLEIRE LT, ER
B35 D EN - ZEA Efﬁ xt3 5O RFIERE ORI Z 7 ERERED b ER
INEE - FEFE D L, REERICHETHITAZRMICRAL, ITBHRESEOLE
RAIGE X S,



I ERE-ERES -BEERFURORBES OTEL (kg
1, 972 - 1, 768

O T[TEHHRERS EFEBEOENBEROREEME] 0OI1Fh, 3lxHEx, ¥
FROESRL - EFRES - FAERSMNGOER(LEHET 572D, PMDADE
BEEHFREN KL BAEROEROFNM: L 22 ZTMT 500N
A R4 VEBHEEEITO,

I B3 - ERHE - BAERSHNGOREWEDHEE
1,162 — 1, 142

O [EHFHOREESR - BERERSOENBERORREREE] 01Zh, 5l /I
REBRMEOR Y T —2 Z1EH Liz/NE~OERE R E I+ 5 5HINE - &
BT - FEM AT O BUERC, SRS - KF - ERERHESE ~REIC e iERy
BT 5720, PMD ADERLERBEREREEV—E A2 (PMDAXT 47
v) SRERTARYE, BRENREHET S,

X #YGcEREETECRENEOHEY AEICETIHE (LXaShk
J—HY A T OAMEE) DOt 1, 399 —- 1, 384
[ SEH¥#ER 154 ]

O Iemiiiie AW ERLS - EFRERS - BEERSRAICOVWT, 20
EE R A B SE L, ERML~0EME AT 57 &, B LA
FE, TREREARICEDL T TORBMEFICONWT, BT L ELNEFE LR
iS5 eHET 5,

o, MKMAORENE - Em L, BRFT v 7SO AEDR RS O
b THEE L. BEETEERICOWT, ZOMEIRTEY FITET 2%
ERAR

X Iin 7k 8 Kl 6 5 0D HEAE 138 - 121

O TR&LmERAOREMRE ORRFICET HEEICESE, MRlAID%R
EMOR LR ERGORERERN D720, RMOKRER EH-n) 27 12R
IR T D 72 D DA HBR LRk L 0 K - TE T & E T 5.




jill

| BEEERAGTAIL RARES IR R AN T R
T wEkE vwEE
..nrv .wﬂﬂwwmmu.n HE B EWEERE S
i dIANY enessd VJNd
b HE@WQ%@MMEMWMMMM & (H®Z0) (¥ b G—(HNETX1) O
o.wm., 1 6 LT < &L S 7.
A W YR ey \/ & KA HEFHYBIBUBSEE O
g | wRRYOEHWGTF O
e ¥ (EHBOY ) Y SRS FOHS R G- )
%) - N TREOEEEFTIHLOLON:
2 E TE S STIORAI L I T
By @ o A—— (B2 0)EHFHE -
_ it .ﬂw_ (EB8 ) i E - A o8y
BA B2E OB (2ie [/t : (HES | ) B
= ¢ L [ ¥nsd (KH282) 38 -
| HOGEE - (e RO Tl 08 O
- | B Y () B TR ST (EH®z ) —5 <3
14 IR | RS —L it} Lr=—ERLEL O
e & 15 (S DEHOY > §— L BT YT (HSge)
i | eo= EHOTLY ABEESE O FHOFKEHE O
LR = |MeAY ch 3 Y 5
/ﬁ (6 AL G FETE) O
p

°0 b Mo DI O B L G L OETEE Y E SR )
°Q 6 ) T5 2 W B O EAP oI B B O BB E BB
P — X OV PR b 8 RO 20 M S e M (D I BB EERC Fo Y AT S h—(NETEA:

(EMOEH]

"N @B EH BN EERMMB GG H 2RSS EE P 6E 1T
AN YRR TR ENSBERIENG IR DI R PIHERHEOSEES-

(B8 B
A

(MFBOCCA) MBS E 2B S EH)

EEOL

— (k- B —N V- W0




Y

(%) Hge1 WERL AT NS @H W BOZHE- mwﬂ%@@@emm@u RIFEFLCL " QREZFW MR ELLCL
FE L AL NEEREREE - TERIALCL

(Blg) HY5Z FFEIE S ISP S ch M W83 > C T I ]
HFRETHYEE MRS
(R e6%) BEHE —
J
HHLE WEZEEHOSMEWTHINWEOEEHGET
e ‘ FERFWERNYELRGET
(HF I EMOHEIS T FHLNFEIFHER #Gﬁ%ﬁﬁ%wm,gﬁem

AEHV ﬂ KS%MW%MHE@%% SE AT

%) HEle WMERWEMY 7T ) 4G—(HET X1 £ BY-IEE
s 0 @eﬁ%ﬂﬁv%M%ﬁEﬁ EE@HWE%M

(HEIZ06E) WERY ‘(YATI 46—t N EMOREME/NH Y2 BEBE Y —/

)
2]% FHNOHEO~ BB ET ORI UI@RE Y — v — LB E M
(B%) KL He Kemo1En S 8 563
S S NI EHOY — Vv E— LR
CGRFH) HELL RS — L 2B QRO AT
(1) BEZ YRR F AW EORITE (PR Y BRI HFYNYHOETEY—~E—L SWERY
EEURE IR ENTTE
(HFH) HYZ0 A BB 22 RIS MM MOROEHOF LN (BEEHOEZTE)
S 07 B T
ﬁﬁmmm_ﬂu mn_m*o.v_. %MW@%G@%@%_QH_W&&&&%%&W@
o M BT S B S e g oy
e g FH2EH - LI YESETWIEOEI HxE SO PHE SRS EN (HXOEH ﬁﬁwﬁﬁu
(35 HWEY IR -
(HFE) WG| O VEEG T SN E 2 X MRS HEFOX Y H "SBETY A oErEruE (HXEHoRBES)
AT e TV e
e o HHEBMXIC YT F O WS "= L OFEEHE A%Mﬁ.ﬁ@ﬂ%%mv

(HEL00%) M= E QLM T - ¥ \sqﬁﬂwﬁw__%mm% =

(HE ) BMMFEORAYZLFHZEROL— (N - (EL—N ) - UL







