&) VIATRIS

" ameancc (a1 = 2=/ 02 REOHEKH A amaY e
Bk wne BAERH MRX70O0x%5220MNIVERIESE
A 30 _
LS T
9/ %150
AT mg
Tosuxacin® Tablets
75mg 150mg
AREE 20200AMZ00110 20200AMZ00111
) EE - EMSEOMFEI L VHHT S By 55 B 4R 199047 H 199044 H

2. B2 (ROBHFICEBRELEWI L)

(GhEedEE)

2.1 BRI DR LS BOEOBEARE D & % B35
(R{E. AL T4

2.2 MG AIER L C W 2 REE o & 5 otk [9.5.1. 9.5.25:0]

3. #HRK - MK
3.1
WFE44 b AFH T U 5ET5mg b A FH >~ $E150mg
5 AR MA7OF¥Y | lEh AR MAT7OFHY
BB 5 ¥ b VOVEERKAIY  75.0mg | ¥ N SOVEBHKAIY  150.0mg
(FA71%43 22 LC5lmg) | (PA7TF43 ¥ & LT102mg)
L-7 AT F U, fifikva—2, byEnay sy 7y, &
KEMALr 4%, e Fud s 7uerbru—2, 2577 Y
wom A RTARYY A, bTOAO=A, RYFFTF LY (105) K
VAFTTuLy (5) yUa—v, v, BTy h
o ey
3.2 WHIOMAR
A5 , e ke
Wi 44 pom g — o 7
M AFH T U EET5mg M63 PERIZN=E
(X2 7oA YT
7.6mm 3. Smm 18::mg
b A FH T 2 $E150mg M64 PERIZN=E
R s AR
8.6mm 4.7mm 298mg

4. hEETEhE
(BICERE)
FZ7OXY D DICBREOT FIHEE. LoYEEE. MABE
RZDUCMMABEEET). BERERE. HE. €57€7 (7
SUNXAT)hET—) X ®ERE. KIEE. FHFE. YILVERTE.
FI7RAEA. NFFI7IE, P haAOnNy2—-gE, JLITYISE. T
>Fanya—g. €5F7E. ATV XE. ENVHERT - EIL
HZ—. Z7OEF>I7RE. AL THEA. 1 > 7L I HHE. RIEA.
N=FRKIWFYF RN T A7/ bAKEFR (2 FPEFR):
YIWRTAVTP. PORMNNIE—B. XT XML T AVAHZR
B. NTFO4TFXB. FLRTFIB. 7UV%xHE. bZ73—-<9F
IV7 UZ3IV7 - bTAVT 1 R)
GHEISEE)
RIEMEERBEGE. REMEBERELE. UV oNE - U NER, 8
MIREAE. SE (LBRMREZMES D). 45 - RS RUFHiE
ZEORZBSE, FRK. IFABRRE. SHEA. Eax. HE - R
X, R (RUABEREZ2ET). SEREZR. MR, B84
MERERRE D RS, BEhtR. BEBX. siIRX (SME. 18
M) . FBELEGERX BIEAR). REX. BEX. BERX. BEEH
BRBFIRINTFITZA ALT NIV VRER, FERBRE.
TEMBHRRER. RERX. THE. BIRIRKX. S4FX. dEX, 8%
FE%. {LIRMErERAR S . seAEBK. WEAEYX. SR, KE

. WBERIIIRICEIEY AR
(@ﬁ WBEER. kX (RMAERSZ2E0). auaExR. B
HER. PER. BISEX)

[P SEEEHOFE & | Ve, %i%#%@%%ﬁ%
WL 72 BT AK ORG-S LT S A EICHRGTH 2 &,

6. AZERUVAZ
(BBEX. BE%. BF 7 X, IS5F 7 XL
WA LT, bR T7aFS Y s b VOVERE KA & L CL
H300~450mg (b A7 0 ¥4 v & L T204~306mg) % 2~3HIZ
SrEN ORI S %,
(%ﬁﬁsﬁﬁx>
VRS LT, FATBEF Y Y NV OVEREE KA & L CLH
450mg(]\7\7mﬁ947‘//3: L C306mg) % 3112458 L TREDH% 53 %,
BFT R, INTFTR)
WEL A LT, b17u#ﬁv>bvw&mﬁﬂ%&Lf1
H600mg (M A 78 F4 L > & L T408mg) #4024 E L TI14H
RS- 3 %.
B BT T AL NTF T ARG EBICB W T, EYYEOFEHH
ORI X0 BB 2 A%, ERE AT RRA T & Wb
BHZIZ P A 70X b OVEREAKY & L CT1H600mg (A
TJaFHT vk L T408mg) FRIRST 5,

7. BERVAEICEET 33

BF7R. INTFTR)

710 BRAMEEICT A27-04HMES T 2. 8. 5P, BRH%
EHOBEEBEOHIUNEET S Z &,

(%IE)

7.2 PHHOISER ORI, Y 7a7aEg s vizonTkE
B v 4 — (CDC) 25,60 H M o3 5- % S L T\ %, [8.45:H]

8. BEELEANER

(hBEERE)

81Kﬁ@@m’%fofu T VER OFEHFEE B 720, ﬁwau

ZVEEMER L. SO MG E VT 2R/ NROW R 0% 512
bé;to

8.2 KENMRHE ., KERMEEZDISRITZLDHL0OT, BigEzr T

AT & & bia, PR B S I A 0 5ER D H S5 b
ﬂt%@u@@%_Em®$$%175;5%%u%§¢é:ko
[9.1.3, 11.1. 11ﬁ%ﬂ”]

8.3 SMEEHRESE, MEMEE, BMWRAESOERE R EEE, Tk
@%\ﬁﬁﬁ%%bﬂé_kﬁéémf m%mcmﬁ%?izko
[11.1.4, 11.1.52H&]

(i%iE)

8.4 FIIFSG-miL, RINEM M OB PRI AE O S5 28 B4 O S8 B HF 12
FET LI L, [7.28H]

9. FENERZHJHBEICHT IR

9.1 BHHE - IRXEZDH 3 BE

9.1.1 TAPAFDEEMARBR I NS DRFEDNSH 5 BE
BRI LD H D, [11.1.32H]



9.1.2 EIEHENEDOEE
TFuF ) u s RIMEETEREELLS TS EOREDD D,
[11.1.1528%]

9.1.3 REMRER (S KENRAFREZ G L TV 2 EE. XBIREIEX
ENRMEEEOBRE. REEE L IZV R7RAF (VLT 7 U ERESE)
EEY5EE
VEIG U CHHERA O E i % ZET 5 2 Lo WLOREFZICE
W, 7V R0 RPN B KBRS K O K BR g e
DFEAE) A7 DML 72 & OG5 H %o [8.2, 11.1.112R]

9.2 BigeEERE

9.2.1 BENEBEENH2EE
BehE - S EROMY R Y50 SEEICHESTAIE, &
WL EEE DS 55 5 2 Ah o [16.6.15:HH]

9.5 TR

(RE. AL )

9.5.1 Il ARHAR L TV A W HREMEO & 2 I ITHE S LA v S &,
[2.224]

(RE. A7)

9.5.2 MRIFIIIER L TV B W RetE D & 5 Ik, G LoF Rk
MEmtEr B s &SN Ao %S5 2 L, [2. 28]

9.6 RILB
BALZVWIEDPLEE Ly, BILP~NOBITPHE ST TV 5,
[16.3.1%1]

9.7 /B
AR, BrA R OFLR 25 R e U BRI g2 L T »
2\, [15.220]]

1.1 EXLEEA

A Yavy, 7F745%2— (FREHE. ZE. #F5% (0
T HEAH)

11.1.2 hEMERRIEFERAEE (Toxic Epidermal Necrolysis : TEN).
REHERIRAEREE (Stevens-JohnsonfEfREE) (V311 HEARI)

11.1.3 B, BEEE BFEHEHEXS) (WINLHERH)
[9.1.12H]

11.1.4 2HEEE, BEMER. BMREE (W3 HERH)
SRR, MEMETEL. BURBESOEELRBREND LD
HZENDH DL, [8.35M]

11.1.5 FAReES. |E (Wb HEARH)

[8.3%M#]

11.1.6 EFERERE. /MRS (W31 BIEARH)

FEBIHBESA B T - EEAT D & b 735 A I AR & 1T
BEDPRO SN G 2Pk L, @Y 2 REZ1T) 2k,

11.1.7 BEMXBREONEL > EELKER HEARH)

[ B O TR D S bnHacit, bk 2 ikt a7%
EWY R MERIT) L,

11.1.8 BEMMRE, IFERERMR R (V3710 b HEERH)

FEE WG, VPR PREE, MOEXAREE . ITERERIE S S A ) MR
Wige. HFERERIEMI 503 5N D 2 ENRH LD T, DL HIE
K3 H B b Ga i3S ik L. BB E RV E v H O
LMY RUBEEIT) 2 Lo

11.1.9 HERUBBARE CHEAH)

S B EEEAL A P O MR RUVIE D D SN D Z LB D,
W, B, CKER.. MR OREIF7aey E7BHHH

9.

8 EE

9.8.1 EEEDH 5 bNRTWEDHENDH S, [11.1.135H]

9.8.2 HEILUNCHGMIBITREEL ., HmEICHTG T 52 L KHlI3FE
L TR PR SN A0, e s CTIEERENRT L Tnad 2Lt
Lz, B ILTHIRFEAFHE T 5 BENDH %, [16.5.16.6. 1]

10. HE{ER
10.2 BEAER (HFRICEETSCL)

11.
WORWERDH H b D 2 LB 5 DT, Blgxr T5iiTve., By

Bk FRARIEIR - H 8 ik W - fali T
TATAY Y BRBENIZTA 740 Y1 |7 74740 YOfFT
T3 T7 4 K H400mg & A#]1 H450mg % | oA 2 i) L. il rh i iz

BEHLIZEZ A, 7474
V) v Ok P BF
I3H HTL.13f%. 5HHET
312310 ERERLZE
DWEDD 5 o
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Tz,
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HhEEE
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CVERRIEA T T A R 4
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o¥y7u7zrFhY
7 BIKAN

RN H HbNDZEND
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BE L T3 TV, SERD
& B HNT A I IE WA O
ek L, OB
PURCHESE O ] 70 &AL
XY B iR R EET S T L

R AR AR IS BT S
GABANZ RN ORE A FLE
PEIASIEA T T A RPN 2288
FEANC L DR EN D Z LR
EuEFLEZLNTVS,
fabRN T : wE. TAD
AR R T 2D
DYEERED D 2 BH. I
DEREEEE

TIVIZyANEY T Ay
LG ORI, Bk,
BNV NEA A
BIROKBALT VI =Y A
7

AL~ 7 R > A

7 LR8P A
TERE IRV T

RAN DI RA GG S B B
TNHH 5o

[R5 % BT B 70 SRR
FTAHI L,

[ e R s A Rl R
TEDEIEZ M L. AH D
HALE 2 5 OWIHMR T 3
BT EDHE SN T D,

IR ARVE VH (RO
F, D)

L k=vuar

v ooy F s

W E DY A 7 AT B
LOWED DD, ZhHD
A L OB, HRERO
F VD & L 2 By
EOHRETDHI L,

]

BEI{ER

BRSO LN E 3G Ik § 2 % SE R LEEAT) 2 o

NGRS 2k L, B R RLEZ1T) 2 &,
11.1.10 {KM0KE CHEEAH)

B

] IE=IN

11.1.12 RIgEREEE A
LON, BT, AEOERD D bz 3Gz ik

L. BYLEz

P

192 &,

BEEEE . WRHEETH O DN T
1111 KEJIRIE. KEDARAZEE (\>9770 b SHEEAHT)
[8.2, 9.1.32M]

11.1.13 7XL XR%. BMESOREE (HEAH)
JEEL O A FHE. FEREOREIRD RS O NG 512135 52
L. @Y AREYIT) 2 &, [9.8.12H]

11.1.14 FBRER CHEERH)
KIE, B ARSORBMEIRD D 5 b Db 2 EWD b,

11.1.15 EfEHENEOBL CHEARH)

[9.1.221]

1.2 ZOMOEER

0.1~ 19%Aii™ 0. 1% AN
SEBE K O FEIRE. | UREEUE
ek BUN_E#., iR VA e A= ¥ A
iR ASTES, ALT L
A, Al-PR5. LDH
L&, y-GTPLH.
SRR
HALE B R, | MR, .
Lo FH-HREE, H - | AFCNR, R, O
Ji %G Mo, LB, %
ki3 HIMERIE A I ERER
BN 8 70N
Z1f
FERIAIRE R G, o F v, LU | X5
. A, R
Z DAt (=N BOHR ., WWRERE

) AR BB & ARER B O R AR A 2 G L 7 SR

14, BRAEOZEE

14.1 ZHZAEDEE
PTPEEOIEANIPTPY — b2 5D ML CTIRHT 5 L) 58352
&o PTPY — bOREFRIC LD | TSR AEEAT AR AT L, SIS
FZFEILE BT L CHERIA RS OEE LR GIHEL T2 28050 5,



15. ZOfDZEE

15.2 FEERPREER (ICE D < 1535
By s ($h#K) Th0me/kg. 500mg/kg % 14 H M#E 455 L 72
FR BERE (LB m ik B AIED 2 WIZ TS A) A
RS E DG D LY, [9.75H]

16. ZEWENRE
16.1 MepinE

HEHE A 150mg X 1d300mg & B B LIS L sk SO A7 a5
COIMPEEIIUTOEBY) THDHY,

s . Cmax Tmax Tz AUC
BT e (ug/mL) (hr) (hr) (ug- hr/mL)
150mg 34 0.54 2.00 4.85 4.95
300mg 5 1.06 2.16 4.44 8.97
£— 300mg (n=5)
10 - o—e 150mg (n=34)
05 -
1m
iy
b3
-3
( pgmL)
01
0.05 -
0.01 ! ! ! ! !
2 4 6 8 12
B R (hr)
16.3 90
16.3.1 fHBAFEIT
(1) bk

1125 T WA AR 1T AR 3112 150~ 300mg % Z2 R FF B A2 13 G- L 72 & &
HRRPY I R 12130~19547T0.66~1.08 u g/g% /s L7276

(2) mEgE
(8P S S 8 L OVl AU O g & PR FR A 20012 150mg & B LR 9% 5 L 72
L& RS R X2~ 3R 12031 w g/mL K% 0N0. 34 1 g¢/mLOAEA S
S5, 6~8IFRIIZD0.20 u g/mLFI . TH - 729,

(3) mIILARARE
HZ B ICRE Tl 56112 150mg & Z2E IR HL IS 15 G- L 72 & & L SRR
FEIL2RE T0.120 u g/ g AFERTO0.245 /g R L 727,

(4) KBS
B2 BB 26112450mg  (150mg x 3/H) % 7H JIX10 H ki © BRI
G U7z & &, BT MLER N I B\ IR A% 51413557 T2.5 u g/g. 22557 T1.43
ug/gw R L7y,

(5) Z DAt
TCHEVESRALAED . BB, ARZEALREY . HRD . WERCD. 0P, Hokaly . B
WY BT R BT RO 5N T D, 2 LT AL BT 2, [9.65 1]

16.4 X34
TR AN6H12150me % SRR RS- Lz & & K RE ke LT
PRAT I OV FEHIHEIE S 725, KRB 2O R#Y R T s oty
BARDIRAICHERR S 721

16.5 HEitt
TR 66112 150mg % ARG L7z & &, 248 £ TOREALAED
PRABENES1345.8% CTdh o 7219, F 7z, W b & 72245 £ TORPHR
[ALE#1E50.7% Tdr > 729, [9.8.2% ]

16.6 HENEREZHT2EE

16.6.1 BiEEEEEOMFPIRE

Mi#121.65 u g/mL. WM #£121.6 u g/mLO ML Y — 7 %R L, 5
W OB CIENTH A 127.31% 1 U8 33% AT AN & 417217

17. BRERRGIE

17.1 BHIHRCRLMICET 2558

17.1.1 ERERFRZRER
FEI PN 0D P S B C S0 & A7 — A BR R Gl B e OV I MG e e s Tl AR S
T F 7 AL NG F 7 A TR BRIERIS, 23260120 W TARAI DR FAsHat S,
ZOMEIREDOLEBY TH L,
F7o, ZHEEMILEGABCT, WIREREAED | MR B AE ™ eI A
MR SED B G R EEURGE . R R, sRE - LSRRI
FEXNZ O W TARAIOH AEDHO 5NT 5,
BB, FIHICBE T A EEEIESNIZEFMC BV THE SR Tw ARy,

f3stis B HRE (%)
B2 B RIS FACVER B BAE 82.1 ( 32/ 39)
EHE e er 0 (a1
HIRHEIS
JIL P ) B e (
AV FE IR (eRiES (132/37)
BAgE lwme | 0.9 (/1)
IR 2 e ( 20/ 21)
”””””” (60/ 71
”””””” (120152
0.2 (111123
772 (305/3%5)
PRESIEGIE (601/713)
”””””” (109/155)
”””””” (v
0 (20020
9.6 170176)
VL3 e 85.2 ( 23/ 27)
667 (14/2)
B3 R GIE 95.2 (119/125)
w0 (88
w0 (oD
TEE it IR SIS 96.6 ( 28/ 29)
R 9.6 (56/58
w04 (4152
R 3o 66.7 ( 12/ 18)
i 9.0 (54/60)
39 (3133
H A 94.1 ( 32/ 34)
Rz o m2 (s
T3 (566
w0 ( 9100
B - SRR 81.4 ( 70/ 86)
U 37 (449
8.4 (829

RN EH 12150me x ARG Lz L & kEO L B, BikiE
DT NI (Tiz) OEEDRD S50z, [9.2.1, 9.8.251H]
T pRERE E OFE (Cer @ mL/min) BI%L Tz (hr)
IEH## (Cer=80) 5 3.9
B (80>Cer=50) 3 4.0
R (50>Cer=20) 2 9.8
W (20>Cer) 4 10.5

16.6.2 B BEDMFIRE
MENT EF200112160mg & IR R TR LRS- Lz & & T e 1.5

18. EERpEIE
18.1 {EAHRF
FMEODNAY ¥ 4 L— AR MRA Y AT —ENZE L, HRIIERT 52,
18.2 HEMEMA
FA7BXYT G T T AR BEEIE L, RAVIEARY PLVER
L. TOERIIRMNTH 5.
7 R ERWIE. L ERRIE . B RERE (=) SRR IR & ) .
KW, 2V 7 YT IE. A v 7 VT W, BIRE. N7 784 7 AR
HLUCENIMEDERLED, $720 b9a—-<x29397 (47397
FTARTAR), FT AW NTF T AR L CHENLIE 2R L
7% a L S AMICso, MICwold #1241 =0.006 4 g/mL. 0.05
ug/mLTdH 72, B, FIARIZK 3 HMICIZ0.012 4 g¢/mL (10°cell/mL
Befd) Tho7oN,
7#) CLSI (Clinical and Laboratory Standards Institute) o | % #& # (2 & O %,
Penicillin (Oral penicillin V) (283 2MICA2 u g/mLEL O % <=2 Vit
Jili SR &5 L7z



18.3 SREREVERLAE (XY 5 ARERIR
FEERIIAER L 7o~ 7 A& B YE. KT IR B Rigs, Mide, RIEEEALE
I T WO & B RIS LR Ly PUR T % BOWEd 2 iR 2 7Rk L 72590759
T2 v MREMBROBHEFMIETOFVERT - T2 F ) T4 514 AD
MITENBGFZER I BT, MIBENRAT LB TORIE 1T A 7 a F4 2
INT7aFHY Y E)ENRLTHY,

18.4 T4
W7 ol KB, £ 957 - b2t A, GRIEE & v E R
PR BV & et Lot . T OB P), 20 Ny T HA TR -
77T ADWmAHERAEC X B EERS TR . MICO EAF8RMRA £
THD SN o725,

19. FRSICAY 2 EBEZHME

—fEBIRRE P AT O FY Y v b Y OVERIEARFIY (Tosufloxacin Tosilate
Hydrate)

W75 @ TFLX (FA70%43 )

b4+ 7-[(3RS) -3~ Aminopyrrolidin-1-yl]-1- (2, 4-difluorophenyl) -6-fluoro-
4-0x0-1,4-dihydro-1,8-naphthyridine-3-carboxylic acid mono-4-
toluenesulfonate monohydrate

3 CioHisFaNiOs - C7HsOsS - H20

73 F 594,56

WK A ~MEOEORSEEOMETH L. NLN-VAFIVEVAT I FIZ
BIFRT L A = VIZRREITISC L, AKERy 7 =) (99.5) 121F
LAEBT R,
AL 7= ViE (1-100) 1 EHEEHZ RS v,

== Siiavn

H F SOsH
HaNT NN_ NN ' + H:0
z Z HsC

o] RUGHREMR
s #9254TC (40f%)

22. ‘a3

(b 2XY > 2 8£75mg)
1005 [105E (PTP) x10]

(M Z2FH T §2150mg)
100%¢ [10%E (PTP) x10]
3008 [1588 (PTP) x20]
5008 (1088 (PTP) x50]
900§ (1588 (PTP) x60]

23. FEXH

1) TR R R AL S TR ¢ DU SR E R O FD ] &
2) Sieb,J.P. : Neurology. 1998 ; 50 : 804-807

3)  HPIER : BEIC TR

4) FEARME— ALFEEOMEE. 1990 5 6 (8) : 1694-1705

5) K IE=1%7> : Chemotherapy. 1988 ; 36 (S-9) : 1341-1353
6) HBZEMBEIEA - Chemotherapy. 1988 : 36 (S-9) : 699-709

7) @#JIEWIZA - Chemotherapy. 1988 5 36 (S-9) : 1074-1090
8) E1EALTA : Chemotherapy. 1988 : 36 (S-9) : 1288-1327

9) HER#ET7> : Chemotherapy. 1988 ;36 (S-9) : 1214-1228

10) #5412 7> © Chemotherapy. 1988 ; 36 (S-9) : 814-841

11) k4 RKERIZ A © Chemotherapy. 1988 ; 36 (S-9) : 1488-1507
12) ¥ 134 : Chemotherapy. 1988 ; 36 (S-9) : 1426-1429

13) MBIEE AT : HLBE R . 19925 26 (8) : 2731-2734
14) "k #1327 © Chemotherapy. 1988 : 36 (S-9) : 710-726

15) H#:E (22> © Chemotherapy. 1988 ;36 (S-9) : 208-215
16) HEGIFIEA - Chemotherapy. 1988 ;36 (S-9) : 158-180
17) Wi A © Chemotherapy. 1988 : 36 (S-9) : 187-194
18) #EHE—F1FA : Chemotherapy. 1989 : 37 (8) : 1086-1118
19) {H=# 3% © Chemotherapy. 1989 : 37 (5) : 646-669
20) FAH&HEIZ2 - Chemotherapy. 1989 : 37 (7) : 923-968
21) E1§ALZ2> - Chemotherapy. 1989 : 37 (6) : 796-837

22) WWpETRIE A LERR. 19895 35 (3) : 540-562

23) A2 RREBIZ A © siRLSEM R :. 1989 5 8 (1) : 31-56

24) FMUBTEA 0 726 LB, 2006 5 23 (B%&) © 3-11
25) HE&—HEl3 7> © Chemotherapy. 1988 : 36 (S-9) : 1-18
26) HRMEEZA ¢ T HARWIREE. 1994 5 56 (4) © 461-464
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=

27) “FRH TR 16-2, BIZMR S MR LR LRI, R o v HE T A T
AT A 1991 182-188

28) RVUfEEIZA © kAR, 1993 5 42 (8) © 2571-2577

29) AZEME—RRIZ 2> - EASEHMERE . 1996 0 70 (7) : 727-745

30) PE¥PEEIZ 2 © Chemotherapy. 1988 : 36 (S-9) : 68-88

31) PRHFEIZ2 - Chemotherapy. 1988 ; 36 (S-9) : 110-115

32) TLEEEE 137> ¢ Chemotherapy. 1988 : 36 (S-9) : 36-58

33) 135137 © Chemotherapy. 1994 : 42 (3) : 297-304

34) Noumi,T., et al. : Antimicrob.Agents Chemother. 1990 ; 34 (6) : 949-953

35) MIEEIEAHE A © Chemotherapy. 1988 ;36 (S-9) : 59-67
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