sk 2023 4 8 A &&ET (55 4 hR)
* 2022 45 6 H okET (5 3 i)

SP-0019-D

Medtronic ARES : 21600BZY00453000
EEHS (1) B &
e LS P R R AR HFMer— JMDN=—FK:38161003
BEEPYRAMESHY—Y Y AT A
BEAZEILE

(#2-%1k]

1. EARNR(ESE)
D &RTVAX—%2HT5EH

BERE D ATEEMED BB ]
B A DSBS B AT REMEA 2]
525 A HEREA D)

BRI LD R OBIT<ERHD]
2. HrRERESR

FUM R EAER ) DHZ )

3. HRAE
1 FERZEE
2) FRIREEEEIL

2) ISEEDRIRRICHDEE | IREREFEDOE
RIREGI A2 0380 % B DRI AE S O BB /26 JHE

3) VL —R 1 FTHIETDHILED TERWVEHET ~DIED
4) NETERERRICHLEE [FOREICEEY

5 JHIRLTWDEE [FIT T OMERROBIHEN 972 X #

AT UV AAF = NME DAL T TN Ot oA 7

[(ERK-BERUVREH]
1. TR (=)

AR LF TG T DA 7T DR | FARE L

T, AEFRRT UL UIARICEH,
<r—=v>
P e e
= 4 .
L AR <l

- N
- - > o
<zTURYT > <RV AT 20— >

0018

% e \ 3 &’,\‘
AN ssz—9°/2/ &
2. MB
Fro54 (ASTM F136)
FH (ASTM F67)

[EREMXEEHE]
1. EREM

2. R

FHEOSMBAVE E R OEEZ ML, Bl a2 d.

(ERAZF]
1. ERAE

1 ¥
A SR 7 DR TH DT | AL TR K OV 2L A
RN EEHER T D,

2) EAEA T EO 6 (HERIAEI)
(1) Fieetlz B CHERI AR =T 5,

T e

HERIAR
(@) B EHERRIEIC TS,

T E

B
(3) BRZ7—UNEICHTEL, HERIRIPEICRE 32,

AL, BREER BT, B S K OV MM TR OE 25 D
HEVE B DT23D | FFHERE BT O AN M B ESNDBE AW

NOFEE M THD,

o R DOFHEBELZVLTERITLHZ &

1/3



< S [ E 1 >
OB BES b

e = 3N

7 a0
/
P
3) A S IED I (e EIR)
(1) MRz 2,
.
@) UKL — DR KGN L, o RY s %
b TS, B A — DM FeL ., HERTIC
=T,
7 (( - )
T N
e i&u;i?;\\»
=AVT N
) AR ED OB THY . — RO TR TR

U,
[(ERAEEICEHETIERALDEE]

D ARATTUNEERUZEE T, @8RS O K Ok
KB T REZR RV BT L TITH 2,
U AT 7 b (SEARRZ2HASE THEE) OFSRERIRE 2K T &8
LK ERVBLDT, A TIFUMDREN NG H DTN L,
ATREZRIRY, i A A=A 52,
=N OZEDOJDICE B EI T L, BBMAETTIE
I, FTREZRIRY B BB AITOIZ L,
IR E BRI DRI, TN COA T T MR EITHE RS
THZL, TNHDMEREBHEAL T T rDFEHRDIRER LS
AHEMED DD,

2)

3)
4)

5)

([ ERALDEE]

1. FRAZFEROEBFICITEZEICERATHL)

1 WFEBIZ R DRIEDOMAE N S5 BFE DE IR D A FENED D
5]

FFHEE E T OB FA 15 D ATHEME D D NEH UL ALY
FERZ AT HRE (5, Je RYERE O1FAE, s o
. RIK AR OIR M ERTERSE L 0 ESF- AimEREsE M, [ i
BB D e BB [l & DHE A L 2 3 T BE MRS
»5]

IR O BE AR ARICIVA LTI DETED R,
BERITAREMEN S D]

BRI A& RE, AR ES B350, B R
#F CEWAGIE , B HERES) ST B U BEN R+ 8
FHIBEE RSB, RO HIABZEDL S ] REEN
»H5]

WTEBOFAREAI A 5372 83 [T O PARIA K #7105 AT RENE
BNd5]

2)

3)

4)

5)

2/3

SP-0019-D

6) AT T RO I IO RSSOl O A B A
EEAMEZ2 DD B IR LT RSS2 W AT REME S B
%]
MRS A 35 B DER S EAL 32 A3 H 5]
FBARR[ 0B Th e WAl REE R H 5]
TV — UARTEIE AT S IR TTAE B (IR FE R 3 ST D e
WATRENEA S D]
HHPMETFLTWAERE [T TV hDARNRKELS
Al HEMEAN D]
TP ER A0 1% 2 BRAS IR 70 2 AT REE A3 D)
2. BELGEANEE
D BB T, YR E LT Biligs et 352k,
2) &R HIBBUEN BE ICH D LD EAIE, HTENC
AT TUNERDIZD DT L IX—T AEITHIZE,
a—7— L a KT AR ENE ML T 5720 | Fiil Ik )7
AVARGI AL T — L 2N LD MBI [ E & LT THT .
BE R OATTUMNT, 2V AN NI T A ATREMEDH S
b L GOE S D AR Tk s D RANDF AN ECANSYANTAN
BETHES (WERD BT, RE0056%5) L OAR—Y~
OBMEFHIRTHLENHD, T HETS ~ O 8%
HET DB NS D,
BRASER DT IR ERT OB L0 | 507258 B (Sh
ER) 20 AR TA0ERDD,
B A OSERETIC, 8B K OV & DR SR U A A
LD, AT T NDORRR BT AR AL & ORER O f&
Wit os g n32 AreErE 35,
AL ORESFFRENME ] TERWEA | itk oY ey
T—al i, AT TUNDRRE I BT SR O fERR T
DI 2 ATREME D B D,
BRATHECTOM, B Z=aF Mo/, 71a—
NOEREYEZ DI B8, £, AT A RPERLS
JEF (TABV ) (TEB LTS 528,
B AR IE X A R R E YR AL B EA TR0 128
B AT TN IR IR A N 2% 5.2 DREFR L0 |
AT T NDFRI BT TR D JFR L7 5 AT REME 2N
By FHRIEALITERA TR, X SR 1L THERS D
FTEOZZ2WNIDICL TRLZENEETHD,
BAT T NI A SER BB IRNIRF 35282 BV E
L TS0, SR AT IR SISO R . A 77 hOJE R Tk
I OFRA, AHRRE, AT | B L VB R RSN
T A AT T D IREN BN IS AT, HED BB LR D AT
BEMER DD,
AT TUNORHRFIXEMEBEPFRO L RETDHE,
AT HONWTIL, RBRIC LD MR Z22M L2 FEML TV
WHERRREIZED ],

3. #HEEA
DERER (BFHLZRNZE)

7
8)
9)

10)

11

3)

4)

5)

6)

7)

8)

9)

10)

11)

12)
*13)

= i s D4 B

BRIACHE R - 5 7 1

B - f R IR+

AF UL ARF— )L
MEDA T T b
KOl 8 oo o
AN

BRICLDRES
ZHEUDZBENLRS
%,

AT AAF — )L
MEOYE . &R
M OBEAL LY IE
BRFEAETD,

st AT
MIMEBNRH TH
D, ERERNELETD
BENLRHD,

4 FEG-HEER

UTOREE -HEFRZOPITIL, LD O FHiFH O IE
RYXIIHFMBLBEIIRDGE DD,

1) ERRARA

(1) AT T DRI BTG, SR, A8 K Oz
(2) &RBALTTURONTEIZRIKR T2 X #° MR, CT [
DN —2a B OF L MRS KD EL




2)

BERNAERG

@

—~
© oo

(14)
(15)

(16)
an
18)

(19)

(20)

@n

22)

BSR4 MO, AT — AR O H s BE
GUALTTUNOTORT | A (B4, B K O
W72 £ B OB BHI 2 BSOS (TLoL
¥—)

AT T N BRI AR+ 3 8 B AE DA
TN XTI 0 B S Bl R OYEIR DR IR LD
F2 & R0 B O~ D 3, R5iFER, 1> 7T
DT GIZ2REE SRR Tl Z ARk S iRt 45

FIE XA 5 S LA T R R, Al XX
MHEAZEFLIC LD TR MREE S | TS, fERR e, I IEphigic LD
PR OBRREAR 42, W

REIESUE | (ABENRSG L, FRi007eBEIIR . BEER
SEARRE XA SRR, BRAEERE, RS, it
B FNTEES SR B A S Te IR AR AR O IR 5 (R
SUTIBEIE) | ARARFEE DO FIE . B RN, KT D%
AE ST FRE, LU, MR, it ST Canit) 82K, Al
R BT B K O A

7D, ARG, HERIR 202 Dt D R IE

SREA. BEBEHI B TE I B OV DAt OISR 2R RE R 4
A ARE (B | A BER OEEA

FHED FTEHE R OB RED R 2 Ik sib

A B OTREHE ) o P4 ([Rl18 A HE

WPAZE, B2k, WBPASHIE | NEHIAEIHERED KIE K O Ol
O 'H I RE R 4

PR, A, SRR, AR, U I SRR E | N
i, AAEE . EARSE . HEAE, AIERERE ., MRS K O
DD I B BERE R 4

YT VEFEAHE) &5 T RO RE AR 42
TV —8 (M) | IEIIREAZE, RAE sk, Mk &
O DA DI 2 RE R

FEHRBE DAL, PRUIE

Wt OBEREL O, BIE, SIS K OEEOER

[ & E L J OF D b T AL CORER (g, ~F 427
MR R G T)  BAE SUIERE TSR DA OHE (&
o, e, BRI, BIE. B ObER, ZEH R OB
&)

[ Ly OV O T EBAL T B B . HERIRR~1
=7 TN R O L ErE

AT TR IFTE T DI LT LD . R O
R

ANAL— VT 4 T (BTN AR I DB~ IZL >
TERZDATREMED B DB & OVE B R T

LA

5 EEmE~DEA
T RIS BB EMET LTV B AL A D
BB EAR REORHEGDRAESENEIRDBENDRHD
7ot | EHIOE M R O R B 21728,

o

1)
2)

3)

Wi, Efw. REGRCDMNRE~DER

IR OVE AR AR FRICH D BE ~ OB SOV T [ 2R
w1 DTEA S R

IERL COBRE ~DOBISIC OV T[22 - 22 11 ] 0 1E
HE

I

P

&%

FES, BRI T DR AT S TR,

[(REAZRUVEDHMF]

1. REHE

FETRETDIEL,

IKEDWARD A ST RO FTICRE 528,
TRED RO FTRES A YD A7 58T Al CIRE 22

1
2)
3)

&

3/3

2. AR

SRR

SP-0019-D

#[MERBEERUBRERTOR R XIZR F#]

BEREEE. ANPOZYIVIFPETA RIS

HREAT—HR—hto 58—
0120-998-305

ARMAZYY YIFET FHVY
dA—IRI— A9

Medtronic Sofamor Danek USA, Inc
FAVHERE

NI



