2023 F 12 AUGE (B4 R) **
2023 F 11 A0E (B3R *

JEEES : 13B1X00051G00037

W2z B (58) B2 AMMER
—R¥ERMEE BHETFMTASSM (JMDN O— B : 70963001)

~

~

RISE-L S>2/)\— 50— S XAttty b
E=R=TT) No HIFE& RZIK - 1311
CEAMER] CROBECFERLRVCE) 6 Uh—JUL v
1) BEATMNESORAEOEE 0 — - =3
[BEDOREANED, RIFLEHERMESNRNES]
2) ARFARO-SRZOBEAROBET. EHN. AS%H 7 | A¥9=9-
WTIBHE S BRI E + 53 (IS TERVEHIBT L B LoF
(AREAVTRIET 3ERM B TS, BIFR
FRFERMESNBRVD] 8 FPSvAATI R .
[ P B a2 | NSATI
ARE(E. WIS EENEE TS ERMEUAEHALRNT S .
Eo [EESRFEEEMEEUAVERESEE. T2MEREN ok w
¥ REE - BESROBRELL3HFEEEROIEESIR) =
[HRSF - FAR(CEINZBIA] 10 | 2597 1> .
T O3, SH, HE AR EALRVCE ., (SRS Al HHE
BAEBRNNHRH] —
1)  wPIHUSER (pH>12) [FIE . BHEEEMZFCHVT, BHMRIZIEA/IRET 20BN ZTS
2)  EAMERH (pH<4) FHWCHD.
3) ERNES (FEAEK. PLFERKE- EER 2
RS- IR INMESETIED) (EREK IR
4)  RBEOL. JLIY—(BEH) BHEEEMEOEHEFMORHICAVZFiidalz V5. FEIRXOE0
A — (IR, AR EEEATETHS,
6) HRTSATHE
7y s (M %E)
A — ARLRAERBORSD., FRCELTEERHT, FRoftEs

K@l LT OBkERLNES,
BE ARNXECGZETIHM
ERRINI X AR HINTVBDT, FEEBDIL,

OEBES. TAXEZFOVTE 2

[F#R : RFIVAZF - FIVER

No HRE FEAR - A3 51
1| k3= — =}
2 | 1oH—4- R _
po — — 0 '_~E
N . ]
3|79 A e S S
-7
4 ALyTyR 7
7RI v ®
Tk
5 | 4578 75
SSp—

B (B EREREICIMREIENIERE R CLDIREEITIC L.

RENREES | BERRE
YA OIERE BE IREE IR Lraedisds|
FURF1-LR 132°C 45 3093

fERTE (BARNTFROH)

1
2)

3)

4)

5)

6)

7)

(T EXmBSNERT.)

RIBAMZIC TEESMIZER I 5.

HZ1-5 " FeFAVWTEARBEEEEREL, 7-T(F1L -T2 77—
b 7y -"#%ET S,

FTARY OV21-)"RETIYS TR EFILY R ERILA-T
FEAWTHERIRAESZUIBRL . HERIRAZEBEL THEAR IR Z 48
9%,

TIvAITN A TINERWT, HEBIRZAR-Z(TEAL. BB
AR -3 ERET B,

B TRA-> P> ZANTT -3 RICBIEBE FRIBLIE.
REUVRBIRTA IO - &IRL MEBCBUTIIIN Y-
JZEOMF. 573 1>H—9-2RVTT -3 %1EAT 3.
T=3TSFIII MV VYT RSAN-ZEOH, -7
ZHRI Do

RFNAIU1-T OyR EOBHANEERE2HAITILICLD
EBEEZIT FARIT S,

FMiFRBEEMBITTERT L

1/3

GMK-L037-04 RISE-L 3>\~ &—3 3T L&ty ~.docx



<$KETTE>
REIZIHEE. T—3 RIKITHRINI— /1> —5- TR >P-33>
2U=TTREUL=IUL Y- EREFRL THRETZ.

<fEREEICEET 3EA LOEE>

(1) ERMEETOEREBNMEMEINTVSIEZRL. ERMEIENE
tNICIEENT B FEER T DL,

(2) ERMFEBEANFMIAIURIESEN D3R EEAFNITHRIAL. B
Z153TE,

(3) EEMEFFEHEFMOBEER MBI/ IHSERT L. FliFkid.

B, IDBBFMITENFERIN TV, FilTm P&
FOFMFREENSIBBRAMCOVTIBEREAFU, FRRICKIRSE
B3t

(4) EENFEHED MRI B, X $REREZERIZF(CLD. ARmOERNEL)
THIN\ MTEICHIRTT 2L,

(5) AmlF. ETEFMCEOTIL,

(6) EEMFECBEOMELHPOINEZERERL. FiiZRMI DL,

(7) EMMFEERTTEENMERE I SFMFRBICRTFMI B,

(8) EFITRTHOITH. REDIEEE- BENZBIDAETHERALRVIL,

Ffe, R - ITEEO TR BEORR R B HBmOIREZE(CHERL.

ERRCBERA (IS ERBISINZRNIE,

(9) RUBPORESRIC, FMiRICEMEINERESENIETHIDTVIN X,

ERHEZSROERIEEEL TVBVIMERT 3L,
(10) KROEMREE, ABL TV IR, KR, EMNURRENIZIEY
BHIC, B5CRFREFOREI L.

(11) ERMEBECINEYT 23> OrD0ES), SEOEFRAH. £5F
L OHPRFICOVNTOFEFIREXETEECEUHRAIBL,
(12) EHRNIRIAO-PyTRMATHD. X #RB1. BEEEITV. Amz
RWT, BB EREE B CHEEEL TV MR I 5L,

(BEA LDiER]

1. ERER (ROFBEICFEEIERIBIL)

(1) HWRBREORBEZOHDEE [BRNIFREL. BEIOETAEN
FEELPILSH]

(2) ATOMRERE. REHREOESRMBEERITVSEE (4
ATARO—S ZENEITU. MIRBIHRELOT V]

(3) BEICEEOEROHDEBE [BENMTITEY, KREEICK
FFCERL]

(4) BEICEEENHZEE [AREBEYISHFTERVH]

(5) AREBZOBE [ARSBEOEIB/NND, X1TL -3, 18
ENFEELPIVD]

(6) PII5E). SFEENEOBVNEE [ARCBEREE/HND. X171
=33, ITEENFLE T BIH]

(7) EMOEEZTSRVESE. MIEORRCEOBRBORVESE, 7)L]
=l BREPSBENMRHEZOHSEE [IEREENIT T2
RBENZVH]

(8) MEAENCIEEZEDHSEE [FENBEREFNNMN. AemzAWT
1BHE 9 SRR @) ST CERLesh]

(9) BUERBO®HDBE [BEEORARETIEOZRIEICLDERBIFE
ELPILV]

(10)B/\P1yMNROEE [AREBECSHF TERVH]

(11) AAT BEMERIE X EBERMIOEE [BEOETEENRE
PUTWSIs., HIEICEARIFRFERMESNBVMEEN BB 15H]

(12) FRICBEEENGD. iET30REOEVES [EEICLD, 317
L—3a>, il AT ENFELPT V]

(13) SinE ((SMEAOEA |0IRZSIRIBIL)

(14) FHEEMORREZY (TS IR DH S AR X FHRIBIEIRER
FHE(MEIOIEE X (FERERS. MEoBiT. RERAOTR
MmERGERFRED 5. BMmkE(WBC)D LS. WBCHBEIDIEER
EBEE) [ RIFFMHERMESNALD]

(15)@REEZHTPRABBALLIEEZEIEE [BHLIS T+
DREFENMSSNBOEIREEN H B8]

(16) BRINZEIREB. BRIMEZEIEE [BNEIZTDRERE
MEENY| BEENENZTEEIEN B2 1]

(17) fEfrEMuz B SOICEYN DO+ AR A#ME R RV BEPEERY
BENMDTRVNEE [BHETZTHRBEEMSSIRVETEEMEN
HBH]

(18):BfaH. BRHCBNRVWX FARKIILESZEI2EE [BRST
VB RO HAHENFEET SEIEEMENBDID]

(20)FEIZBI2EE [BIEDTIREIENHB8H]

(21) HEARBOBRE [>T NEVERIMD. 12T50 b5y
R BHRENFELE T BRI REMENBBIz6]

(22) NERUBHRRBIECHIEE [BORKICHEZSZHEMEN
H3lD]

2. EEREARNER

(1) BFIREDOHDERMIR . BIRENRHEZT SETEEENHD. &
TEERFIREBSY (IBBUR - LT LV FICEIRVSER I 5L,

(2) ERARE. BE5IC BF . MR- HAREZREL. EREESENORK
RBHLEOI, - HEBI DL,

(3) BERBNICLIER. FFEFOEERBERICLZNDUSN)CLD
RSHIREHC I ENHZOT, ERRTICRIRZTV. BENRAN
IEAEREY. BYRMLEZ T,

(4) EEEEACBVT, EWKER - RERINUFT—2a>enNitiREzRs
ZERL. BAEES SERJRESEZERAUTRET S L.

(5) BRARZRVIEMFE L, BE. NEZIIEIRIEHD. FER
WERZIRE T 3. ARMEFCEBRARIERLBVIE,

(6) #BEWD-BLIIREFEROHHERNCLD, REFOROISIREL LIS
N ZEEIBEN DD,

(7) BNHINBUZEERESRZRES 3L, BNOEBCEREIER
DIERTHBTZ. Fz, HORRCEHRB0. WERISEREFRZA
RISHFL BNMIBL TRV EZTEER I B2,

(8) JTUYRIFHRRIITIAANRNEEON B BEIfERENEMCE. [T
AR TFIH A RS> | ICEEBDRRRE TR RZ RIS,
AROBELIBEL THEE IS5 LUT @D,

1) HHERFICEZTDRIEFEITL. SMEREICBLITUAY
ZANIRNICPRET B, IR - TIENED DG SRaICIE, BE RS
KEZEATS.

2) FIEETHNISE. PRI ZERUIAYI Y —T 1R/ T175—
([CEBFEHEITS,

3) FUNF1-LrXBEESHE (134°C/18 ) 2EHEI 2.

e REDTUAROBIE BENMERENRUZOFRNED
N3 BERFTEEXBESEECTER T,

3. HHEEA
HAZER-BIE(HARLRVCL)

GMK-L037-04 RISE-L 5>/\— &—2 ST L&ty h.docx



ERESRORINE | [RRER-BESE | W -BlRET
BUSHRFEEENE | METR. B, K | EREESED. EULGR
BURVERMEEE | B.3JL-330. B | BTEY. RIFAFIl
BIFENRETD. FERE/SNLL,
4. FEE-BEER

AEOERCIHOTERIZARES - BEERE. LUTOEHNTHD.
(1) EXRATES
HUTFOLORAREENMRNIIBER. EE. HERLEZTIL,
- TR, I8
- BERR
(2) EXRBEER
HUTFOLSREESERMRNUZSIE MERSSU TEYIRLE
(Kl

- BHA EFRIERR

- ER(AER, MRE)

- ZIRB

- ERTUINF-E0BEE
- AR

- XAIL—3ay

- X50-3X

« ANZRS =TI LB BIRIR

5. SENDEA

(1) BEOY-IDJPONEMZBILLLD, i, MgCEIRNIRLETS
FIREMENRLDT, SEET BT,
ARERAWURIEY 3 EFEMERC Lo THIRINAFEE LT W sl
OB E AT,

EAEIZCLHOT BEINIBOIREMENISVOT, MiROBRRz (0
1752k,

(2)

(3)

6. TR, ERR. RILBRWNEEAOERA
FOBR LOBRMN . FMlCdoTHIZEMRMEZ LBl 5L ERMHH
BRI EOH, ERTRIE. (1R, EiR. BAREFCHIREMN
(&, FETZL TR sD]

(R<F - IRICRBEIA]
(1) REERER. TEILFEMUT RO THEL. ERFEE]O
BRI TRE A I RUTHEASRMT | TREZITWMREI DL,

1) ERARICEMROETORICRRSBENZINEED, KITET
3 BN TED - PO FREERIZEAIZREL TR
ZMIELET,

2)  DEERIRERSIIZETHRELET.

3) KEKZERUBNSIIE, BICRRZENZE TEDBREFT
REQOBE 2L, ENVCRZFTHRIR 3 BITTEZITVET

4)  FEEIA-H—DIERCIE O TEERERIDERELE T

5) #WEERICRIE 2 DREIRLET.

6) FESNWEDOTSIEMERUT, BiETR(CERUET . NiE
(CEBRAOT T3 2HERAUTIZEN, L2y 20y EOHE]
FENGSBERENLENS. AEBO MK PE#EZRUH
LT,

7)  SUSTERERUT. HEHERALFY . AESIUSREINE

EXVBEPRESI Z%ETHVRL. ZOEFNSENHITH
BRBFEFTH/VRLET,

*k

°

o

3/3

8) EEIEFINSEDEL. BMVKEKTIIEET  AE
PR FSEBUTEVRL IRV, PIBEN S5 15E
(FEIDNUBDSTTEFT,

9) BERTAHEC. BRERZEMRULET.

10) E|WEEFEEICTRITSEL. REEOB S EEINLTRF
BINRICABLIICL. K 3 DREBE IR CHNIET .

11) 2ZFEEIDNSERDLU. B A K (FFBERIEK)ETRU
TRIK 2 DI IEET,

12) ERRESPMAE. TIVIENEBEITZERUT, 2tz
EPLET,

13) BHBMCBICRAZBNIBRVWNBERIRELET. BICRA?

BNNGIIBEE. RINSHRERDIELET,
DAY —T AR TIIH - ERATRIHEF. LEROFEEEERL
JeE T, ERR (4=pH=12) ZAVTIZH/Instrument |Z 0T
075 L% FTLET.
<HEF)\SA-5—1>

Jotz RE R (BR5R) YEAK
i - 25 VISV
Pz <40°C 25 Rl
P 2 >40°C 5% i
EEES >40°C 25 BAA> 7K
BHUKHES 82~95C 55 RRAA> K
fkgIE 83~92C 1053 B AA> 7K
74 >75C 15~30 & -

BRFECAVSESG. ERARIEERIE. FEEECELLD
OZERL, BIERRETHERIBIL. FIEHNT, BRAADKICLS
FIEEITIL,

BIENEPDH SRS, IWERICRERUIBE X LOEEHZ 2215
(SEHI BT,

AREAFCHI ERSEE]IOERICRI REAE I RVTBE
EMTREEITICE.

AMERARIC, 9| BN BELRIMN, U VUEIN, #FETRE
ZEOTREEN RN SMRIREEEEI DL,
FREB(BERTRRES)ERIDEECE. SRR E
BMUTRE I TN RVNEIERE I DL,
BEREREEZEMAIIEER, FRiEHE. FIRFQIERIE
BOMORVRIAEZETL. SRE OB BMEN RV
RTEIBFTHRATDIL.

(8) THRIBEMLIOLDICES(CEIRT L.

(2)

(3)

(4)

(5)

(6)

(7)

(RERFTEE RV SR B DRAIIATE]
-BUEAREEE JO0-/\ AT hIRRRT
BEEEES 1 03-6402-3311 (AR
-BUERE J0- 247 1hb4t
GLOBUS MEDICAL, INC.
HEEEMEE : 7XINERE

=03
[=[=E=2F

£REIEED)

GMK-L037-04 RISE-L 5>/\— &—2 ST L&ty h.docx



