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Bobimixyn® for Injection

(polymyxin B sulfate)
#7362 9 5 F0615573%
RERG BFEA
i

15 A2 LA R 2 B ke - BT IE R BT B R AR K
%l ¥ o BEPolymyxin B sulfate 8 3% B P ogm A F & 2%
B bk~ dm B [ A B (R LB AR BR) B 8 Rk R R -
EHAPRABE R/ REMENEAET  RENETERE
BRAZBZAMBRLTNARNERRR - FEHFE
WEHEERIE TG e EKREE SR BH Bk EH Kk
B oA ERREE S B AR AR AR o R
FHRFDER DR/ RE FREARAENG S ED L F TR -
Polymyxin B sulfate Ji & %, 2 5 fb 2 43 3 1k B/ R B H4 % 4
[ 0 k4545 A AR & Bacitracin ~ Streptomyxcin » Neomy-
cin » Kanamycin » Gentamicin » Tobramycin » Amikacin » Ceph-
aloridine » Paromomycin » Viomycin & Colistin °

Polymyxin B sulfatesy #p 4& 4 1+ & & £ AP ALK MTAET AR - &
BB 0 AR RN T R R RAILA I E R R A
Bp 4 A A B ey L

FFAE A RS A AR IR e B A R AR L

5% DextroseE 41 /& %0.9% RALANE 4% -
33. BHEFREAE
LI ;4 %‘If] ﬁ% 7 & (Creatine Clearance [CLcr]: 60-89 mL/

AT -

min) : & FEATHEAE BT AREA g
o v EE %"I/I E R 4 (CLcr: 15-59 mL/min) 2 ESRD

# (CLer< 15 mL/min) : & B # 8k X 4 4 15,000~
25,000 units/kg + 412/ 8B — R+ S EHIEERIG0E
904r4% » & S ¥ B F A48 B 25,000 units/kg - TE B 5
BRI EAEERE -

L sk
L. H#ARSEREE
4% /]N 4 Polymyxin B sulfate 500,000units

Polymyxin B sulfate & Polymyxin Bi§ZPolymyxin B.#} i &%
B > Polymyxin B sulfatesy 4% X 4o T :

¥NH,
‘CH, /Da‘b-Q-Phe-L‘eu
RCH,CH (CH,) ,CO-Dab-Thr-Dab-Dab ‘ +xH,SO,
+NH, yNH, yThr-Dab-Da|
1NH, y-NH,
Polymyxin B,(R=CH,) Polymyxin B, (R=H)

1.2, sXAH

Water for Injection » Nitrogen °
1.3. AA

REIIREHE]

14. B3R5

8 & RLTF A EMRILMR -

2. @RE
A7 & A #Polymyxin BA R X BB % E4U 2 ¥ /K2
MR RRZRERERARBA  FBE A ER LIRS -

3. RERAE

3.1. mEAE

#A LX%%H)’I%T&‘A%IS 000-25,000 units/kg » 412/ 85 4
Bk REHIERFRO0EI0Ns REWEEE AR
25,000 units/kg °

BATAA BRI X R B REER B E  RERER
H 434 42 45 F Bobimixyn® -

Bobimixyn® R o] AR A R 4 # o

32. AEFX

1% 73 5% Dextroseix 4% 3,0.9% R AL 49 % 5 iR AF &
A2 MR -

#500,000 units#g Polymyxin B sulfateiz #7300 £ 500 % # 45

AR E SHE

4 £z
YW S EMIA AR ERMRIEH 0 EEAE A
A RAHER AR -

5. HBEREEFA

<tR XBK TR

51. #3E/x&EFA

5.1.1 #3E

PR A LR F B 0 @4 Polymyxin BiE 4B - 5% 4 3] 4
[ $fEA K F T84T (Clostrldlum difficile)4a B B % (CDAD) &) 75
Bl RERRERER - TRBABMUEERGHER

Ko MAFEMEREVELTORBGEAM - BT E#gE
RFEARABEAK -

B¥AKRFRRATELEFFARFFB &M 3| £CDAD -
éixi%%éﬁﬁ]i&#ﬁ#ﬁ??@ﬁ&i"“”%rék%i‘f% FAosh L F AR
B A TSR TP ARG R R T A B 0 B ok SR AT
EROIR T4 o A S IA TR BB RARA  AF
T fic # £ CDAD ° d #CDAD ]38 % @ 7B A 4L £ F B4 ®
18 A 15 3R e et B R L B8 -

%%ﬁ‘ii&wﬁ%ﬁﬁﬁé’?éﬁCDAD  TAEE Pk JE ST E $AUK

FIoATH LA TG o HIRBERRNE I » P Tl E 6R
AT AR i‘é ﬁfi B #eA AR 3 047 AL G
AR F A 3AE o

FHEMRMEFEAM LR LA ET R [BBaE] -
B4 06 AT JE A2 AR B bR - SR MIRE BT ER
e -

8 5o SR T PEAL P SRR A R K A & M B (T B~ tubo
curarine » succinylcholine ~ gallamine N decamethomum B sodi-
um cntrate)ﬂ BHE A 0 F R T AR R R RAGH] o 2 PR
BZ I & HRELE BB H AR - AR % -

512 —fiEEFEA
HEARGERRIFBRARREE @ AR E - RATARE1E A Pol-
ymyxin BEXABATRER  TAEGRS AL ER @AWY
B o A TRV ERmE e E A - E4R4FPolymyxin BR H
WU B M o A 2t 0 Polymyxin BAE & 48 A 7N 046 R BB E &K
RIS b B EUR M e B AT S AR e R E R R R o SERIF Ay
Lﬁi"%“%&ﬂi&ﬁﬁ:ﬂﬁgﬁfﬁéwkka‘%&‘ﬁ*ia‘mi?« L]
FE o FHEZ P B M M H WIRATR P SRR AR 5 A B
A IEER MG TR IR AE o
i‘%u"‘w&urﬂ%mﬁi% » HR A T RE 1 AR TR AR TR A 4 2 B
CAAEEH -

%iﬁﬁm“ AT EE T o
513 BAEsER
T ANIEAL S o 0 HLA F B4 645 Polymyxin B » £ T A R4 5
MEARE AT EMBREHRBEREWI R E) ERA
Polymyxin B 76 i fa i B 5 05 > s AJBARE 40 R B G
FRELHTIERE AR MARRE %%“ﬁ')ﬁ%’% .

RO B SR AU AR T fie & (1) MK B AT 76 % 09 A 2 -
PAR(2) R @ 4 B B A BLEE PR B R *I‘xfl&%‘ﬁfﬁ%é‘&iﬁﬂﬁ

Polymyxin BEK—P:—%#* i’??—#ﬁ]@ﬁ‘«éf?‘
BUBAMAFEREF I ROA - BT QHES /?“‘*iﬁﬁ
WAL o ﬁﬂ%{iﬁﬁﬁ“lﬁﬁhi%« Teth o BPAERAAE A R
BBl A ZAREREA UG RARAT bﬂiﬁ.ﬁﬁ&mﬁ

e B LT RE A R A AR R LR SR ©
—gjiﬁilﬂ gmﬁskﬁx

5.2. EWERRKBE

BAT R E W o

5.3, BAEHRKED

BAT R E M

54. FHREHA

BAT & E W

55 RirE A

BAT R E O

EH L 0 B AKE

6.  HEKRHEIEFRA

<tk Rk >

6.1. B%

B AT ¥ 7 2 4 o 48 A Polymyxin B sulfate #) B& AR #4571
Fga o RIEHER A TAY B RAZBHE L TR RR » F AR
JE A 17 22 A i 4% A Polymyxin BE 4 7| ©

B 7 Polymyxin B sulfate & A& #s 14 Fo/ R 2w 14 - B ot &
2 A8 B B -

6.2. vHil

B AT % 7R 7 # Polymyxin B sulfate & & & 5 it 2| B L X &4 1L
it o A 42 A Polymyxin BRF#f o UL 7T fe & 4 K 4o
FBH o EAETE B AT O H IR A AF 5 0 3B A B Polymyx-
in B sulfate - 42 6 & 26 B AF A A BB LT s ey R -

63. EAFRANGREBFME

B AT &) 8 B o

6.4. R

B AT &) 4 B o

6.5. EFA

#7> Polymyxin B sulfatefe % 5 A P oy e 2 M fo 20tk » R A
AIROBBETREE - BEEFRERETROFHETE &
Fe 36 B AT Ao 06 B A R RS AR A0 B ol A

6.6. AFHRET2

BOAT &) 8 B o

6.7. BHRT L
mmem%mﬁ@%%E@H%%W%x%zﬁéﬁ&ﬁ
ARRREGTEFHLRIL B8 2450H]  HNF s
ey A R T F B Polymyxin B sulfatesy # & 4h > 77 F
FARE B AR AW A

6.8. -tk

BATH &AM -

. REMER
<t ke >
GBI ALR AA T e 31 R B B A/ R e R R &

A A B &3 B EE TR - M IR AL F
Bl Ao oAb b 42 Ve B & 3 o B EAY S RO T AEE -
Winte G 1k A

JE B %, F) W4 A Ak BB b o/ SR A S B 45 ) R bac-
itracin » kanamycin » streptomycin » tobramycin » amikacin ~ -
cephaloridine ~ cephalothin » paromycin » polymyxin E (colistin)
» neomycin » gentamicin A & vancomyin °

@7 Polymyxin B sulfate & #tacetylcholine#y #2#4 & 4 $ % - R
JE A& JEARAC AL A $4 50 %) (T &% ~ tubocurarine ~ gallamme ~ deca
methonium & sodium citrate) ~ % #&/LAL B $4 36 %] succinylcholine
Fo B pbAd 48§ vk 35 4 $2 Polymyxin B sulfate B 8545 /A ©

JE & %% Polymyxin B sulfate $2 58 sk F| bk %] (4o ethacrynic acid
S furosemide) 6] B4 F » B 2 A4 Fk B <7 A 3 3 2L 4 o 3w 40 4K
L] #mi ’?/ﬁf‘? # 3% 3% Polymyxin B sulfate#y # 1% -

BATH &AM -

4
BT &AM -

8.  EMER/TRRR

<fiR Tk sE K>

8.1. EEREZRSMEA/TRRRE

a%‘w% [5. #@rix&FA] -
BFEMRE : &A% RRESH F o B
R ~ KA Be D F Fl2 o IRE B -

o WEHFMRE : L%Hﬁ%ﬁiﬁﬁél N R RN ES) K
KL ARE: £k i%"(ﬂ%)ﬁ@&&%i%‘m&%%w
R FRFERRHORERF) ~ B R EHE A 85
HELARE N R G FRRD R T RREBENT
BUBERR "R P AL o

o HMMENRIE  EYH o ERSURF

B A AR K o

BE R SR 42 B

Ak E 43R4

8.2.

B ATBobimixyn® 3t K $U4T AT 95 1k ~ BLRE M BLR $ B8 4a3R 3t ey
B R 3R o

T fE 48 M 2 R RORE £ &2k B 7 Polymyxin B sulfate st
BRAERFLL (BIBARERAERN/TRRE] -

B I’E “*’#MT-—IEBoblmlxyn%iﬁ,;hsﬁ R

712 kt AT

. § ey

MR 294 2R 3‘—‘1’ \EE,ZZ/Z”‘*%%%EA R L#%S
BERENFIA(FHRREF Q)N TLELAE N F 20 E

g 711"*3)#“7/’% x&%‘ﬁ‘%%ﬁ(%ﬁﬁa‘% Fi%’(fkm/&ﬁ*ﬁ*ﬂ)

o 224 B R REE B ER F LR -

EERARR T AABRFEIRT -

EHEMT  EREOoWBERYN2LRFE T A21L R

#3305k TA64F 4 % b H B8 R R F 4 (treatment-emergent ad-

verse event, TEAE) » £ ¥ 444 TEAE % i3 Bx 2 4 48 | 84

TEAE -

BT R R ¥R F R (= 10%)TEAE & v i Bk 5 4 46(16/22
» 72.73%) ~ B E RV 44(11/22 0 50%) ~ 58 9(9/22 » 40.91%)

Fo 0 3 FEWE(4/22 0 18.18%) - 1R FH AR ERRFHHE

X)) RS AR -

83. LEWikAEER

B AT & E M -

9. BF
B AT & E M -

10, Esmiyik

<fR Tk 3T >

10.1. 45 A #d4

P4 7 Proteus # & 24 9} + Polymyxin B sulfate ¥} 748 K % # ey 3%
RIS MAT AR B A RAER © S350 5T SR & 4o i o 0 B
B E M Rt c A EMRGHE ERAREHK
I M3k B 4R #Polymyxin BA 4 L £ -

Polymyxin B sulfate & ¢ 4% iE # # 1L RIL - Kb F T
Gk E50%Z FEME o AR E M A PR RAK o EAREST T AL
EHAR o AE DN AR R R R o B B
B A BER o fL6 B F 0 Polymyxin B sulfate3] 42 3 4k
BHENERGZEENE -

10.2. BG4

B AT & & E M -

10.3. EERAT R EWAH

BAT# & E M -

1. Edpd hS450n
1u mm%%ﬂhﬂ

DONyETm=d =R 2024/09/12/ 55%/21S01D066(A01) E e

Z3FEHEHE-297x210mm/IF B+43547 &7 B+4547




SLEME N LRy A3 F1aMANF I REE F (CLer=90
LT s A R F 0 B2 s A4 B (CLer : 60 £89E A/
SAEENRER AL RE 0 B3R AR B M B i
MOER  HELXRBREYSEHEZATCEYIEABFAELIRM
BRI G AR RERERABERTHEIRENE
— R#% B % 2 69Polymyxin B) 2 K B s 23R FH -

A 4% ¥ Polymyxin Bz # 48 h £ 4 %

REZLKEN T DR L RFEHRBE LT ERF
0.75% %,/ 7 &4 Polymyxin B4 2 do St S 4 8y 1 % 4 o F
F oo Bk R TR 0 Toadb ANEEDNEFE REF - @ E R (0e)
MEAERDZRERLEZIER -

&1 EFHRMELN S T BH#0.75E /2 Fr ¢9Polymyxin B
%o AMERERERPBEIRT L RE L R EWH N ELH

Arm 1 Arm 2 Arm 3
Parameter [N| AM SD _[N| AM SD [N| AM SD
Conax .
| (ng/mL) 813960 [ 650 |6°| 3600 | 374 | 6°| 2800 | 341
Toax (h)* [ 8] 1.00 {(1.00,1.00)|6°[ 1.00 |(1.00,1.03)] 6°| 1.00 [(1.00,1.07)
AUCouas
(h*ng/ | 8[19600| 4130 [6°| 20000 | 3910 | 6°[31300| 8040
mL)
AUCoint
(h*ng/ | 8]20500| 4440 |[6°|21100 | 3780 |[5°¢| 32300 | 6820
mL)
Ke(1/h) | 810.128 [ 0.0106 |6°[0.0976] 0.0201 |5%¢{0.0463 | 0.00675
tin(h) [8] 544 | 0491 [6°] 7.39 1.68 |5 152 | 238
CL(Uh) [8]259 | 0338 [6°] 2.10 [ 0329 [5%¢| 1.50 | 0.388
V.(@L) [8[202] 209 [6°] 224 | 596 [5¢] 324 | 6.53

AM=H 47 7318 ; SD=AZ 3 £

a. Tonax $AE 2 P AL S (B IME > TR ©

b. R A Rp Aot EEms LT eHE
BER AN ERBE BRI R E W E R RN
BHBER AT

c. B 14 % R H 04 AT o 2 84 8 P 4% Polymyx-
in B (Polymyxin B + Polymyxin B2) &4 fo 4% J8 £ » B 3% %%
(B A2 H P 5% %R (Coan) 895% » BR324 2 RE
Z BRI AT o

d. Ui 5% 3K % 2 S 4 ACU (%ACUeurap) >20% » B 4k 42 5
LE;”(;@EPolymyxin By Kafo Kefk #8 $§i(AUC04n|‘ N tip y CL
FuV,) °

F2AHBRBEFARRD(F2E)RELHMRELREN Z K

HE (R343R H 2 B8 % % 348 B 45 3 (Coos » AUCo1asfo

AUCqinr) » $2 5 Dh AE B F 242 3R (5 140) b3 B @ 43t

G A5 P A 0 AT BN O B34 31 48 (GMR) & 90% 12 #8 & R

(CH#fE &R -

b AT A 48 B oA R 2 %R A Polymyxin Bay s ¥ & 5

TR (Cax) ~ IR #h 82 F @ A (AUCoaso AUCo-in) 2 5 5 HE B

Z AR REARE o TR M BRI £ R B T K3 2 Pol-

ymyxin B &4 Conx 8229 % + AUCo.intB] 38 Ao 49 58% o

2. R L BHRET L2 LR Z i Polymyxin B2 2

RS CE

Aml | Am2 | Am3

Parameter*[N| AM [N| AM [N | AM

c'““* b

| (nginl) 813910 |6 2780
AUCoas
(*ng/mL)
AUCoir (85.07- (128.48-

(h*ng/mL) 125.76) 194.10)

a. G BEIEPAT S R B A e R & BRSO

Am2vs. Am 1] Am 3
GMR [90%CI[ N
(80.58-
10387)
(83.13-
125.82)

s. Am |
90% CL
(62.66-
80.77)
(128.83-
194.98

3580 | 6° 91.49 71.14

8119200{6"| 19700 € |30500{102.27 15849

8120100 6°|20700| 5+¢|31700{103.43 15792

BB EAERER -

b, HfAARmEMAMOTEERE  ALHATEHE
FERO AT ERBE BRI R BB E RN
BHBER AT T

c. B 143 5 3 7 6 B AT 69 2 B AR B+ 4R A] B Polymyx-
in B (Polymyxin Bi + Polymyxin B) & du 4 8 B » B 3%$%
A B E P g B IR (Coa) 895% » SHERZ L 2R H
ZEE R A -

A B RE 2 S EAUC (%AUCeum) >20% + B 4t & ik
# 52 FPolymyxin B#)KeFo K&k #8 % #(AUCount ~ tin » CL
FuVy) o

Polymyxin B#) Cmux$#2CLer2 R ~ A & Polymyxin B#yCL $i2
CLer fi] » f7 40 iE ) 82 MR B 45 > 453t 4+ 5(90% Cls) 5 3 &
10.2 (6.10%.14.2)420.0104 (0.00792 £0.0128) - 48 R #& » Pol-
ymyxin B#) AUCousdFv CLer2 fi] ~ A & Polymyxin B#) AUCo.int
FoCLerz fa] » Rl & &y S b Bl 4% 1631 4 F(90% Cls)
#-106 (-153 £-58.5)F1-105 (-149 £-59.8) -

ik ¥ Polymyxin Bz # X2

FBFIREE NS T BB F0.752 /A #9Polymyxin B
%o B BF AR RAF () BEEF AR 2R
#(%240)Z Sk iz ¥ Polymyxin BR A HE R E(Ac) R R B
e (Fe%)4o & 3P7 5T ©

% 1 % Polymyxin B #% CLx #v CLxr B 4734514 2 %] & 0.0460
Fu 2.54 NFH/NeF > % 2 48 Polymyxin B 89 CLr F= CLar B 4l7F
4E R 5 51 A 0.0330 Fo 2.07 A FH/NEF o

Polymyxin B #9 CLr $2 CLer 2 R 47 42 iE &) 42 M Bl 44 » 4314
%(90% CI) % 0.000422 (0.000144 £ 0.000700) °

3. BRI IELNEFS T ER/20.75%E £/ F ¥9Polymyxin B
%o AMERZRAERBFIRT L ZRAEZIRREYH N ELH
(EAF1BRF2EHR)

Arm | Arm 2

Parameter | N AM SD N AM SD
Aeog(mg)| 8 | 0.884 0.330 6' | 0.632 0.357
| Fewa (%) | 8 1.67 0.508 6" 1.50 0.957
Ae-12) (mg) 0.884 0.330 6 | 0.643 0.358
| Few (%) | 8 1.67 0.508 6" 1.53 0.956
Aepos(mg)| 8 | 0.884 0.330 6 | 0.643 0.358
| Feo29(%) | 8 1.67 0.508 6" 1.53 0.956

CLr (L/h) | 8 [0.0460| 0.0184 6* 10.0330| 0.0172
CLNr (L/h)| 8 2.54 0.323 6 | 2.07 0.337

AM=%4l7-F-34 48 ; SD=12 £ £

Aep: BEFROZBFRItZ KR PR WX R MR E
(Cumulative amount of analyte excreted in urine from 0 to time t)
Feoo: B MOZMAtZ AR T AT ZHREEE 51k
(Cumulative percentage of analyte excreted in urine from 0 to time t
(%)) ° BA X Aeo/Dose* 1003t 3 2

O HELF
%14~ $2440 %3489 Polymyxin B T4 Ik 45 A 6 1b 5 4
3l 2 4.7% (BLIE : 3.9 6.6%) ~ 5.0%(F5 M : 3.0 - 7.6%) 4w 4.6% (
S0 3.4-59%) ¢ ®14 - $2440 F34 4 Polymyxin Bkl
TS B ENH A 11.1% (B : 9.0 - 12.7%) ~ 10.9% (
FE 0 6.6-17.2%)Fa10.1% (F5 18 ¢ 6.2-15.8%) « %14~ 2
440 3 348 64 44 Polymyxin B (Polymyxin B + Polymyxin B2)#
PRI E 53 A 6.1% (BB 4.6 -7.5%) ~ 5.8% (4
B 1 3.6 - 8.4%)F0 5.4% (§ulf : 3.3 -7.2%) °

112 Bdped:
& B ik o B E

B EIA P 24 24 4k 0 B S 2 e S AT B
F£2016-20194 K 8 6B & KRB L2 F o

wE 1 A

WA S3 TR F O
AILEE E B K2 A (CR-GNB) H # » €45 CR-E. coli, CR-
E. cloacae, CR-K. pneumoniae, CR-A. baumannii complex &

CR-P. aeruginosa’%s - 1 B B % #% & # # /% (broth microdilu-
tion method)] & T Bobimixyn®#) & f&¥p # /& £ (MIC) - Poly-
myxin B# CR-GNB #) Lt #] 3% 4% % (breakpoints) B 4% EU-
CAST T 4 64 #5 i % (colistin) a9 4% % -

%% R BT > Bobimixyn®## CR-P. aeruginosa (125 #key & 4
AR 5100% ~ #52CR-A. baumannii complex (1094 )5 8%
FEHE 593.6% ~ HACR-E. coli (894) 89 54 B 1 £98.9% ~ b
CR-E. cloacae (T8%k) %9 8% RS tE £87.2% ~ ## CR-K. pneumo-
niae (1363) 8 5 RS b %68.4% o

12, BRRABAH
ERIRCE (i

13, aRues

13.1. &%

I RE 0 100X AT &% -

13.2. 3

AR H I A2 o FRR B BT
13.3. #r itk

kB3 AR £20°E25°C 2R -

ARG H L A BARE N2 EECI R - RBTLNFR R E
134, #5f2E ¥R

KB OB R R R o R BRENR AT R
AR -

14. BAER RS
BATH &AM -

15, At
AXfEIras
202449A

18 B
R MR SRR T R A TR ) N R
Fihb  RBET LSRN E T MRS

B
TWWoru 4 35 % %3 5o T Bety 4 RN 2)

ST B E R EA3-13R34E
F 334 © 0800-086-288

2IS01D066(A01)




