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>QHE 7[7]= Bl 870 Fof 0|5
>MIE FH OAIZE E A4S 2AZH 013 HEE

> A ZR/2o XIHof meh 2ol

445 : &4 X3
v ST ZLH| Kol wiet Aol 27| ¥ >HIZYH XIEof afat o) 7|
T > 4|4 158 HEE a1 >3 15 Hatd
N A',‘;q M= >SE2 2 HejA| £ £M0I2 MH AFE M= SEER2 HEA| E= 4 |DL§ HH
SileT NS SH4 127 S22 HEs| W2 S A4 1t 2222 B Wa
i >2E 9l HAb >AZE 9 AHA
+ ST ELH| K)ol wiet S0} A B0 l
SHA 55 AR > HI S| HIZEH| X Aol what MH
4.2 SHEMS HejA| S 2402 HH 4.2' >A0 Z4>3000 (55, 90°, 552
45 HIH SE[2 127 S 522 HRo| U2 HH-257| g2
: >z 9 HA | SAE 2 FAM
. h 4
g >29 27 ¥ ol
>Ze Mefolx| 2ol
A SEA QEE 24l ofs ol
a >Hgs By
B FH| o
e >of2f A2 Hit ¥z
= L5
8 >812 Ho|
=3t > 7 AIZHE|0f
E MAEH X ASHE SMst HHR 7|7|8 A7 e Ol MA8EEs $EHE2 MEHA n2{sto] M BT "Hs/2&Z=4(100
CFU/ml 2 0.5 EU/ml O|3h) = 82 BXo| R4S AFRSIE 20| MAEL|CH DX RO M, A4 (hard waten©| 0|12 (Mineral) 222
SE 0ME 3 Y542 Qlsh Mot 2 F2 TX|9 S S FUSHAL TUEQ M o Bdg Wolle = ASLIC
1. A8 x|
A8 Z (e = A Of 2412 O|U) S8 BO| 20| Z(wipe)E AHESIY 2F SHE MAYLICE X AL &X|E Z2& 20| BN d+AL
olg A& OIS0 =7t gl= MAAUO| Bl =F(bath) 2 0|Sst= 20| AZELICH
A$94 Stryker2| E0|Qt A O|AE AR 7ts$t 7|7| 59 250t TS ol AR ELICH Egjo]= 2bM | B2tEl AEfOA MAH
S/EE ASS = LR QR HEO| OfLEE, HMIHE MAHst2{H E&f0[o|M 7|7|& M 73t ME s oF ghL|Ct
2. H2| Yoz 0|5
JIAH &4 LS| /s 710 MX|7| 22 FX|et FAR FAE &M DX OHHAR. 242 WS, HALE 7t X9 &4
X[5t7| s 722 ZM2[0 £3] Folsof LICE M AL JhsTt HAIE Thstt Wal MA X2 2EeLCH 0|50| X|gE 7ts40]
e 42 20| 02X YEE H2 HOZ 7|718 Yol HE HO| AWELCL
3. MH F4]|
ol XA|I7} Qe AR, 71718 BEIBLICE (Stryker SpineQ| HIQ|27|7|0f AR ElE MA, BF, A AF & 8X| 2| X|&/(NSRDEV-RG-1)
221 87

4. 35 HA

4.1 T A HH

Q0| Z(wipe)2t MY S ALESI HIZZ X2 2 222 MAsL, HAQ| R HEHO| S| HEE MAH Y0 FHFLICHE 2 15:2). 0f
o, 3717t UK REF FoAFLICE A0 7| of3f 2 £E22 HEX|(syringe) £+= THO|TS ALEE 5= AGLICH AT EHO|L LEAL
i 2|0 g 23 §40 §3| Fofstu, HE0 el FE22 £ HHel £3 A0 B2 YRS MHSH dAI2.

g Afo|=o|  £2 A8 Z i gafojMe TA| Zo|E £ LILE X0l £F0| A= T M= EAL ZE0] RS
SEeLCH 20| S22 HO|X| ¥2 WK BXs| MHstn Ea o 32 9 HAE YL 554 Tl 2o =2 37| T
UZSAL O A HAZ HH2 5O 7HIAIR.

A‘j'c‘g" 3% & E£& Z2(metal wool)& AFHESIX| OHYA| 2.

42 8 MH

S A E3}0|76)
HolX| 2/ 6



S{7IHS/EMH ST+ =4123-1457 / SKL-N0O889(rev.2)

EERL
« BB AW Y2 + UE £ST £ZE
© (BT RO 25~50kHz, MA HIZELNIC| XIHO| BAE 2ER ALS)
o ZST H2I0) MYB 25 MHEG MHH MM MELHOIM AP SE2 ALR)
© MHT HZol M AO|XO| & Ei 44 0|(cleaning wire)
ANF 22 5 £ 29 (metal wooh® AB SR THIAIS.
. FAZ] (FTe MEel 3710 wat 1~50ml )
« Hi DEs = YF SHo Tt
XA
HE HZELHOIM XIH3 SEof 2E0| MHA0| G 2SI} +X0] o|27|7|8 §Ms| YD 2| 4 152 5ot X5 HSAIYLICL
Hetst & £ M 0l(cleaning wire)E AFS310] HE EH, L ARMO| QU B2 1220 o 20| S0 53] FtRA 027|715
HIE{SOF BHLICE M oo] Ex0| R HHE H7IX| S2& 20 214 12 5ot YFLICE of ), Hs20l4, U 7Y S0 FolSHAlL,
EQI +Z0IM AN BAE 228 3 287|7/0) 22 20| Hot YO, Ml H BAHE gHEsAIR

Sl MER o 55 % 25 MAF MELHIL HBe XAL wetof gy ck Ko BAE 5 s 28 2 23tk MBSHE
24 s 4 QUELICH HTR 2RY|7|2 MHE 1
tch 22 A1|’5.X1|7k X AN HE 7ro§ HE OB 2 Strykers £ MHHES UEIX YLt
SHx| ZHolsfor guict

=

Mz MH H 2 A3 of
|
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.
X

2
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x
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N
N
x

42 RS HN-AS

ZayH|
. 2Ht27 HX % Q51 MM oz X #a| A HAEL, 1SO 15883 S(CE mark, FDA $2)& 4 7|22 0l 217t 5
NH-257|
. SUE 2 dz/A5 T2 (90°C, &L 52 AHE)
. MH =LA X" AE 520 = XS MHE AAHA
X &
A 217128 MH 25710 dEULCE e 0HE N £57|2| d= ZEO| AZeLICE MY AZ0| 27153 B2,

e7EE M o &
FH=eo| 42 QMK X E(injector jet)Lt RIME HiAZ(injector basket)2| Q1M E &2 E(injector sleeve)Oi|l HiX|TtLICt 7|7]77|2] SEHX|
tH, MA 5 SXYSR Qs 248

UTE FO|5 o BXIst7| sl M2 7tAS F0f BiAIZLICE HE20[80] = WEoZ WX LK R=s
St 23l AH2 MY =5 57| QIof ot Z S Eot=E A HiX|@ L Ch BHEO| A 717|= S AX|of F0{oF FLICH MH A=
AOIEE ZHSAI7| 1 AE2E|H HE FX0M 717|184 LHD 7|7|& |AS 2 HASI0 THo| Gt 71X MEfE &QlFLch 2H EHO|
2oL AT MN nt YE Y=ot HOot A= 27/ 258 Y¥E 37IL BE0| gl= HZ3 F0| o= 2 M AHFLICH F7HHQl A=}
st 4 4% 2o 7|75 BiXISkAL 110°C O|2to] 2 20iA 7tEEtLCt

A= 71710 2tst TR EO| HE 7Hso| U B R ot A5 T2 W2 ANSHX| LSLICH O2{3t THREL Y 852 XolE =
UAF L

&ﬂ” 2 Mo ME Stryker Spine 71712] BHA QI A 9 HRS 2Ish 2|4 B S5 MITLCH 52 pHAUE ZHe AHY2 7]7]2
THE EY = AT 2 AMEBHX| e AS HHHYLICL MaEtM Strykers pH SHHE AHESIO 7|7| & Bstn 248 WX|sts HS
Azstn ALt

5. ZAt

7 Mol= ZE TS HASHOF otH, E2 2F ZHM |2 SEY| A &= JAGLICHL BX e ZE #E0 w0 &= 2E0[Lt
£A10] Q=X| 2Qlelor sk, §3] Chaat 22 S0 FolsioF gLk

. A 82, 2 Xl(hinge) & 2L¥ SHO| =" #&

. 22 S0 P2 E(FE, M=, HY BY)

. 2 EHO| X0 E2ES = Y B2

HESH 2EE QsiMe 2 T = HARSHOF LICH S20|= £20| AU BAl= &ES 260k &L 1SO 10993 20 et
MHMEY 0|28 SEME AHESioF & =& AELICEL ¢ 7|7|9] ZR0& Lt 289 &4 o|2 & 2Qlsjjof gtLct

71719] =2 ALE S0t B, A, 22 Sof what etru o et 7|7|7F F5t ZHE HEE |XIE = JAZE FE
7|2010F St0H, =2 TO= QAtLE 2 WIE Z Q0| Ot Lt &4 of 2.5 ZASof ghLCh ZAtol= e &8, 2T, 28 7|5, 8%,
2nd, A HAUZ, Zde £ F 2|1 ZE FX[o| 2350 et | W J|s AAF ZehELch

6. B EH|

Ag dad =3

Stryker2| E2{|0]= AAMI/CSRO|l M2t O|F ZAE|0fof BtL|Ct £|T HRE 27|79 Z¥2 57| Y A o|27|7|9 Fol st

S A E3}0|76)
HO|X| 3/6



S{7IHS/EMH ST+ =4123-1457 / SKL-N0O889(rev.2)

SE0[0{0f 3lH, CrE2l RTAIEE $F3H0F LItk
. AAMI ST79

. ISO 11607
. CE mark
. HA|E B 07 H==0f CHSt FDA 510(k) clearance

44 87|(Rigid Container):

Aesculap SterilContainer A|AEIO|M FA| o|27|7| E0|0f LT 7| BR0| ASEASLCHEY 27|19 8= MY 222 HER
OIF7|7|9| M, A%, B X X 2|0 it X|& (NSRDEV-RG-1)Q| £F2 &), StrykerOiM= ZE B ZF 740 CishM B F7]9
HHES 2 LE-ES 2I8ll 1SO 11138-3(Geobacillus stearothermophilus)tl HHEl MESH HEA|7|(biological indicator) 2/ £ 1SO 111400]|

A HEl 35t Y EA|7|(chemical indicator)2| AFE2 F&stD &L C

X O . - .
&T'J Strykere 7. o LI E Di7h B0l £ FIH(lid)/AHOlA TR0t AT SIS LICE CHE =g & D7 =9
Chot A2 T ALE A A UFLICH

oY

= % ot

NS 150 1766501 wizt mms) ABEx| we A4 271 AAHOAME BA/AO\L/ZHO| 58 A B Al HE BE 2FGAD 1098
S0 2 + AGLTh

7. 92
YELEE Zolvt HER Q827|7|0 FPEE B EX
o777l BE YR A M2t nYE 7|7 (autoclave)d|l 87|15 E0 £E F7| oS Sl BoHOF HLCEL HE S YH2 1009
YR 25 +ESALO SFGHES I1SO 17665-10] et HBE A& L Ch
48 Bo ZFYS A8 37| He
CHS Bl Oj7H ==t 2t X5 HI|E nAS7| B 7|(autoclave) L ZZE 7|0 Ch5t0] AS = AE L CE
a2
AP TS (CHS Y X)) 2 Y5712 2 ?I(autoclave) 57| B
. 2 132°C (270°F)
. & A2k 4
. adzx Azk 458
ZZE Efo] 9 ojg7|7|0f Cipt 37| Ea oj7f
AP ZIZ(CHEY MAl) 2YS 7|87 7| (autoclave) 7| B
. 2 134°C (273°F)
. & AZh 38
. A= Azk: 458
1A4EI| B 7| (autoclave)= BFEA| RO ZBHO0F St TH| E A7t SO A B 2= S 2FSH| ol HrIHoz2 FHsHof
ghuct
Z7 WHE ME 20|z ofTs| 7 87ILt Q& 7|7| o 2717t Y= B 2AR7|7|E AXAI7|2 BR S BtEs{oF L ch 87| &
ZYE EYOIoM HE|E o&7|7(e AZX A I FY, AECUE RY, BV ¥ X T MM et OHE = AFLICH [ 452 9]
AZ AZto| HFEX|B ZFO| R A2 XS] /o) 4582 Xtshe AX A[7H0]| HaE 4= USL|CH H[EHF o|&7|7|2] MH, Bx,
AR RX| 22| X|E(NSRDEV_RG)S| #2585 ZSHIAIL. e M2l 4R, 27 MIAF Ax AZHE =elst= o] AFE LT

o) -+ A
=2 Stryker Spine2 &% & (Flash Sterilization)2 &5 X HYSHA| &L Tt

| FDAOIM S0olot B9 8718 At&st 57| E&

._
Aesculap SterilContainer(JN Al2|=) AL 7ts, BH B 87|18 AH8dte E2, Stryker Spine 2|27|7|2] HAES B2 2IsiM e oty
YEE UEA| E58l0F 2Lk

. 0= L} At&S fIsi M= FDACIM &7t CkS 9| Aesculap KHALE 7ts, B8 87 70 AT ZIF 7| B AIO|2E A88Hof
gk
[ JN442 - Aesculap SterilContainer, 2AL0|=, 15.2 cm(6Q1X]) =0|, M3 ottt
] JK489 — Aesculap SterilContainer, 2AI0| =, 2000 73, ¢ R 0|5
[ ] US994 — Of1tX|, 19cm(7%:Q1%)) ¥, L3|8
. 0]= Q| AF2S QsiA = CH21t 20| FDAOIA 52182 Aesculap FHAMS 7Hs, B 87| 2T AMF 2E 57| YT AlO|2=2

At&3fioF BrLCt

] JN442 - Aesculap SterilContainer, Z2AF0|=, 152 cm(621X|) &0, 8Tt H J(performed bottom)
n JK489 - Aesculap SterilContainer, EAt0|=, 2000 &7l(lid), ¥ &0|&
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[ JK095 - X 2| HEA|7|(process indicaton)7t &= & O1tX|, CE marked, 23| &

. Aesculap SterilContainer AHS X| &2 ©tEA| [h2}0F ZHL|C} Aesculap SterilContainer MAME 7t &, A4 Bd 87| AHE0| HsliAM =
AesculapOll 2T 2o/g Ag AFELCL
. 2o X
u 7HE Stryker Spine E2{|0] Q1M E(tray insert)= 27H7tX| 2k Aesculap SterilContainerUN Al2| =) TALE 7ts, 24 B
7|(HSStEhol 27 HiX|Z 5= ASLICE
] Stryker Spine 2|Z27|7|& E&{|0| QM E(tray insert) L X|F =l | X|0f &O0tOF BLICE Stryker Spine2| £ 7|7] =&
2 E(module)/7i Cl(caddy)/2 (rack)2 Aesculap HFAZI(JF223R = FAL M &) 20 €2 &= UL, Aesculap SterilContainer
HALE 7ts, 49 e 8710 HME &= A& Ch

E 271717t AX UX| %1, B7|0f| #YSHAH == == HiX|SHOF @i Ch.
n Aesculap MAME 75, Y BT 8719 &M AHE3BI7| T Stryker Spine 7| WS BH=A| M| 7{8)0F hL|Ct.

u O]= QoA AL E|= Stryker Spine Q|27|7|= AMY ZlE, 3 EA F7| AFO|E(3 pulse steam cycle)Ofl Cisl CtEo| Bt
o2 HBE RS

- e 134°C (273°F)
- E Ak 38
- AZxE AlZk 308
u HALE 7ts, 48 Be 87| 2YS7|8 7 7|(autoclave) LHOl ZX S0tM = ¢ EL|CH o= 27| 8 EZ0o| 28Xl dgte
O/ == AEHC
YETE= JENoR ZHGH BT = UFLT
2 27|(solvents), OF24 M|XX|(abrasive cleaner), 24 H2{A| = 024 I E(abrasive pad)S AFESIX| O AL,
2| DH7HH =52 Stryker Spine YEZEQ| WXl N 8 BRg AT | Aoho| ZhYLITE Stryker Spine pH7t =2 MAX 2| AL8S
HESIX| AX|B, pHIL E2 MK E AFESHE B2 Stryker Spine2 pH 3K E AR SI0] pHIt &£2 8US 2AWS| MAHE 22 AYELCL
B0 M 27t B 28 % oF AZ0] 2 EMolM HFSHE 2he XSte 2, B 22 T Ao|22 R R0l 2FE UL
JjLt AFE ALO[E(cycle) 2= X A|ZH2 OIRE 7H&5tE & USLICHL YSHEE AFESHY| HOf Otz Lt &4 o8& ZAfHOF ghL|Ct.
8. A ™ Hzt
2 2, o877 |= B ZYE JEf E= 2 8710 20 AXxstn M|Vt Q= HA0M EESfof FLCH 7 7|22 AL E B
Y (sterile barrier), 22t B Al(storage manner), 84 =74 12|10 FZ0j| w2t FHELUCH B2 N2l oz27(7|el A /7 7|¢He =F
L= 87 Mzl AE Atol wat 2t ofz A[HoM Felsior gtLct.
Lt ZEE
@  AlEo| Mgt Ato|=o| MXt7|E MEfgtL|CH
@  MX7|1E $HE U Rotational Navigation Adapter(Z2 & &: 6002-050-000)2 HZAstL|Ct,
® AHES Y Astes 22Io ME MRt CL
Ch AL = &2 3 22|y
. AETH 2 THRSHA MASto] xSt Mot 20| 22sof gfLc.
. QA RE RN YES FAl= dE = Aoz YEYH 2 EHE F S X M2l=ofof LT HI| Al HE, WY /L= HEX
o et 2edt o RXE Fo m7|Stojof st EItE2R 212 XA &7(0| 2ot m 7|s{oF gL ch
AL Al Fo AT
7k 271
. 271710 SHEEl= YERE A|I2-O| ALEX|HE EEHOF gLt
Lt @1
. M, o2 MIEH, 34 22| = 0t2’d i EE A8 SHX| Totof BLICL LHBE, HE, 225, B HA T HalE0| ZEE
MEHE= 3 24 dE0] AH Q2|2 AR Cfsf FAlHo|2R2 A3 M = o "L
Ch =& ™ FolArd
. == 7Y HB M= Stryker Navigation = B T/ EYMELH Lo = UFLCL 2 FH AZ22LH 249 0|4 Ho|
STE 2 7Y HUME AM8%ts ZR0= YHOIEE HE S 2¥s= 20| HFE L
. Stryker Navigated Spine 7|7|+= Navigation system@| AE S HRot 2 70| Chs 25| SX|5t0 A= QAR ALEE &
UAELICE A& QA= 7|7|7F 0| EXETE AEAS 7H6HX| R 8 FO|E 7|20{0k 510 =2 7Y HTMO| HYE YH O ==&
EAE MASHA EsioF ELCL Ol S0, BRI A B42 =2 = A28 2 77|15 MA2|ofM MEjXE o t=ot 2le
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= g2 2H0| 77|18 A8 I SE2| Fo|E 7|20{0f g Ch.
+2317] 0|l Navigation system& AF&3t0] 7|7] I8k0] 7|7|7} Hthz 2SsER dfoF U Ch 28 £ BE 714
Q47 M2 HOH 2 THErSHA SE=X| gelsfor kY = EgfF7t Hth2 XX 2™ O ¥E{(6002-050-000)S AHE5IA|
LOLOF BHL|C}. Navigation &t =0| X3t Q/E= SHAt HY 22 O[0]FH = ASLICL S oHEZ ALESHX| Zotor ot HE F22(X|
2OLOF SHLC}. Navigation ‘Y& =7t XtE[0o] 2At 402 O|0fE & AEUCE 7|7 ©ol HHO0| o YE|= B2, Navigation =S
213 7|7|§ H2Ysta golsf of gLt Yetgo| ATEX| H2B 7|7 HE Ar8diM= o LIt
3

TFSi A= OF ElL|CH =8 Y|, AlA =
o

T N

g =E%D
It =

L g, s

243 HOl, 77l S ALBElE OfHE|(6002-050-0001 K8 27 77| EBt A0l HAHIOF FLICE QK| Yo U KtE
SeEe olt) BA} S4E U8 4 SSLICh BT KIS O|HEl S5 Navigation system AZESIO] ALB N g HBE
AFSRIZ S H SO BHLICE OfYE 7 S| % F2, 717] B2 WEO| T LA 2 A0 Navigation 80| 71Z 45 7179t
[ABHA S % gLt

. T2 AW F0I7| s, Y 2 7Y HYMO| YA FLE MAst 1 YBUES BIEHL 772 BYS WAL XL
22 WAl YEE TS 7120{0f Bt

. 2P0 IAE ZLE HOASD J71E A M, HE U BF 3 HASE S UsHT

B w4 ks R3tg

- 71718 S8 KX B4, MA T AT U B 71717 Y S0l RHES He7t S, 71710 24, 2o, FISY
QL A S KSALL BAILL 77| BHSAfO] SN2 XYY + YL

- Ct2e FNN £x80| 220t (00 FEX| 48)

W N7 g O, 53, AN Y £ BEY W, 77| ¥RE A £E DAOE 93 Navigation HEHE A4
m I SHEA MY L RRER 22 BP LY

W ZHO| U JI7I0] OINAFOILL BT BRI OIS F0t B, W U, N EE FH BT 24

W ST |7 AZYo| QU N s KT 24

m ARAOM TR BESHD ALBSHE T17] ALS Al S THEE PO ols A E a4

m 500 BYOILf I WE

W B EE 2000 XN gH WES 22 F 71718 2oeiof o2 2% 2 A2 57t

m 0| 0| JAL AR ASE BB

- 8TEE AN IS GR) Rl J7ls HoAY AR BHSO0IH ASLICE 77|17 THasls 9, ThHo| Mo Bt Lo Kot
0IME o ELITE Ol Y 27|, e, 35 42 SEN DU YBAN $YS 51 22 2 T YPS0| 42 + Yooy oj2
olef 27 SX7t BRSHA B & AULIC

- BN LA AST BUE A, D20 HF 25 A0 YOI YHOIE 3Tt 42, §F, WBUH $/HY w3, 22 57
4, MY BN 24, BT &Y, UE &4 B8 AT Z8E 4 s

of. 47

ol2{st 7|7|2t 2AIE{HO]A £[0] U&= Navigation System T4 22 (0f: Rotational Navigation Adaptor(REF 6002-050,000), tracker, etc.)&
ZHIZH| AH83H2{H, Navigation system 72240 ChEt AKX HS BZSHUAIR. THE X[ HO| Gle o Stryekr ¢ 74 2249t

2
FEU MESHHAIR. = 2BMO| BAIE 7|7 0]9e| 7|7|§ A8t = T 8k 0|9I9| B8EE Alg2 2AIZ 32 Navigation
90| MotE = ASLICHL of 74 Qalt REHKE W=3|X| OHMA|L. 0|8 451K Bo ¥ X} Bl/EE Q20| R4S
Us = ASLICL
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