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WA E © 0.5% TRk Sl B e e e o e e e ol e ol e o B
(HLARIBIRE, Kett* 80°C. 50 70) | mimais | 28 | 2.7 | 2.7 | 2.7 | 27 | 7.4 | 10.6]12.7|13.4 | 14.1

BREESAE - DAaE (93 v R F LT I 32— M)

B4 B 4 T%T?%ﬁ: 35°C/62%RH 35°C/80%RH
PRAFH 1 3 7 10 | 14 1 3 7 10 | 14
NPV RT3y 5% &3 _ _ _ _ - — — — n T
RIS E - 0.5% B -+ |+ |+ |+ |+ ||| |
(MK, Kett* 80C. 504Y) | sy | 22 | 25 | 27 | 27 | 26 | 3.6 | 6.7 | 9.5 | 10.8|11.9

FERFERAT 3 in (T Vv JZRAE )

Lo %ﬁ%ﬁ 35°C/62%RH 35°C/80%RH
PRAF B3 1 3 7 10 | 14 1 3 7 10 | 14
NFURTAvm T 5% i i At I A I e E B I B
YA : 0.5% ware | — | - | - -1-1-1-1-1-
(LA, Kett * 80°C. 50 47) | r&tgim= | 01| 01| 02|02 03] 01|01 03]|04]05

¥ R R E L E

W+ AL EREL + WBICEDDTARE — <AL

WEE 4+ WREMEET, B+ BT, SRR — &<kl

NFVRTAvnm w7 5%% 35°CI62%RH KT 35°C/80%RH @ 2 KUEDIRIEFE S F Tfi Open, /& fkd
2 WIS REIC L 0 2 A E TORRFERBR ATV, B S IREIEO B EZBIR L, Hbo¥ TRIRIC L 2EEEL
ZRE LTz, i Open S_IETIIANT U FT 42wy 7 5%I1E 1 HEIITERIE L, FLWIREMEDIR T 2R L
776
— 5.

AR TCEE LI BIRICB WD TE, P~ERESRET (62%RH) TR RI74 v v v 5%0DiiE)
PEITIR T L

L
. EIRESRMET (80%RH) TIXERIL L,



IvV. #ANCESI 2 IEE
5 REERVBHEEOREM
AR ET 5,
7. @AEDEE
(1) RERE IR I PTG L, 2 BRIINICEER 5 2 &
Kooy TKEBRODEEMN
RE | HBRIEE BH AR IR 3 H 5 H 7H 10H | 14 H
%) 97.8 99.4 97.2 | 100.1 | 103.1 | 103.6
AFHE (%) 100 102 99 102 105 106
5C |41 BB FAE Eips ik [E/E [[7E
'S Hu Eips Eipis ik [E/E [[7E
pH 4.8 4.9 4.9 4.9 4.9 4.8
%) 97.8 97.1 94.3 99.8 96.5 94.9
AFE (%) 100 99 96 102 99 97
25°C | 41ME BB | FAE Eipas ik [F/E [[7E
'S Huw [F7E Eips ik [F/E [@7E
pH 4.8 4.8 4.7 4.8 4.8 4.8
g (%) 97.8 90.7 82.9 83.0 75.5 64.7
ﬁs%f # (%) 100 93 85 85 77 66
we |\mm |wewmie| 00 wke | Be | Be | e
'S Hu — — — —
pH 4.8 4.7 4.7 4.7 4.6 4.6
6. &l DEEESEIL (WELEHEL)
[XI.{E%& 2.BEHBRE &R
7. BHME
HiE ITvary7HEZER RS LA keI 12LD
8. £EMFHIHERE
L7
9- itﬁqua);ﬁ)djﬁk_ \a)ﬁﬁumn-t%ﬁii
HE ey 7HE 7R R A YaxteFn) 12k
10.HEIFDEMR S DEE;
HE vey7HE7R R s FaxteT) i2k5
11.77
HiE Tvay7HEZER RS A TaxteT) 2k,
RO IE, BE7AR KA (CisH17Ns506S:2 : 427.46) & L CoOELY'EE TR T,
ATERT D L&, FREINTZIMED 93.0~107.0% (%67 5 & 77 K% 2 A(CisH17N506S: : 427.46) % 5

cr

o




Iv. WANCEE4 5HH

12 BAT BRIREED &H B3

HsC._ O OYCHa

BIBEA b E

1B EBANDELGES - NENRRERRICHT SR
AZM LR

14.Z Dtk
BN BANA



V. IBERICBET 5 HA

AREICEY HIEHE

1. SEER TR

<BEICHEFE>
ETHRRFLEEOT FUKER, LV ERER, MIRIRE, €7 787 (TT70nAT) - BET—V A,
KW, Y hans 2 —g JLVI7 Vx|, mo7ansy—g a7 UuRE, Irer v TR, A7

ST

<SBGHE >

%Eﬁ&%@%ﬁ\%ﬁﬁ&ﬁﬁmf UL oRER, BIEIREE, WHIE - EEEK . Rbkk (RAKE R
%, mOEBRRE A ETe) | BAMEREIR, Wik, BEER, BEER. RERE, BlEPER, PRALE
<%*-%%F@E?éﬁﬁtw&ﬁ

WHEE - EEEA . Rk (RPKEBRZ. REERE 2 5T) | AMERE IR, PER, AlaRER~OFHIZHT

- T, f#ﬁi%%LEﬁﬁmiﬁéjD%%%L\ﬁﬁ%&ﬁ@%%ﬁ%%%bkif\Kﬂ®&5ﬁﬁ@
EHIrENLGAITERETHZ L,
(EEIEMH)
WHEH - MREHZC, Rbkd, SPERE SR, BRYNMENGR ., T ERSUIRIRPER OWT O « 2R 2 A9 5508
AR EEOEE T D,

(R T8 OFeR - PRk 304 3 A 27 AATEAZ R 0327 % 15, SF124E 9 H 8 AfFSRAEZE% 0908 4 2 &)

RERUVHE

WEL SN LT, B 7R RF YA FedeFol LT 1 3mg (Ofl) /kg 2 1 A 2~3 (6], FFE

wLCROELT 2,

7B, AR, RE, JERSIOS U CGEEHIT 228, EIE IR+ & b B IERNZIE, 18 4.5mg (7]

i) /kg % 1 B 3EEOEST D,

<RAi% - AEICEET HERLOEE>

1. RECEEEDOD HEFITIT, HH5&E - HHHREOMYHHgE T2 MBIk T2 ( MEERY)
KO TEpEte) oESH)

2. AKROBERNZH T - TiZ, FAIE U TR Z R L, PR OTER LB/ NROBIR OKRGI2L EH 5
2L, [MMEEORBRELY S, ]

(FE&EER)
L. AFNTE I OFUAEME O 7o D PEIRIE R Z 5,
2. MEMERRYYE 2 RI6E « 2R & T 2 AV E AN B OEE TH S,
(AT B8 OFR7 « PR 5 4 1 H 19 A #E%LE 5 75)

<£E>
XI.{EE ZOMOBEEER © 1. NFURFI42AvT5%0 1 BR5ERRK) &M

. EREKRLHE
(MEBERT—2 /95—
L7



V. IBRICB 55HA

(2QERKRZNE 2
BRPRARBR I SOV TRE L7 R, 2 HIEAMTOIIZREF 711 B0 9 HIlISR B Z R4 L L= 692 5l DK
R SAEOMEIIRDO LB TH D,
1. PEORER R
WA - MEEEZE . RmAkZe (RPEEBHZ, ROUEFEIRG 2 &Te) | AERE R, MRS 2 H23IE 95.56%
(386/404) T -7z,
. PREBIERZAE
Mg B EB RIS T DAL 95.0% (115/121) Th o7,
3. REMILRMARSE
RACME SR REIE . TRAEME S REGIE . U 3 - U U fige, BMERBUE IS T2 A8 2081T 91.1%
(102/112) Th -7z,
4. BESFIEERASRAE
HEA, BIEERICNT 5 A %0513 80.0% (16/20) Th -7z,
5. EHIE
PEALEMZ X 2 H 0% 100% (35/35) Th -7,

N



V. IBERICBET 5 HA

1) RERERRR

BHE (%)
w= B
& & | HHAER), 20 40 60 80 100
W 0 25 3% 2
FREBRE o604 | 955
v Bt
B # #%| 179186 | 96.2
B M B K| e1/64 | 95.3
BMRELR| 4950 | 98.0
fi %| 971104 | 93.3
B &
i3t 115/121 95.0
(BEBR L)
AT LIRMSRE
o 1021112 91.1
/N B
5 33 |100
H B E 11 100
& > 11 100
ZEIRmME | 76/84 927
L 4/4 (100
LN (E % | 1113 84.6
ETRE 6/8 75.0
HRRBRREEE
_,| 16/20 | 80.0
N EE
f B % 14/18 \ 778
Bl 8 B X 2/2 100
B R #| 3535 100
& £t | 654/692 94.5

CCITRT A S B E R R D E
fE-BICEEICET 5250 THY. F
Ak 16 £ (2004 ) DA E B
BERFZEILOTREHPYEEA,




V. IBRICB 55HA

2) EREFIERKRHER
R DN 52T, WISEFES R SN IERIIH T 23 RIA4 v a v 7 5%DERRRIE. EFEK
DYl oler ha Ry d—g, mrTuns 2 —g@ER L BT8BWULETHY | FEMEALERE L
T D RBYIEICT SN EE R LT,

A3E (%)
] B | BRBIES 0 20 40 60 80 100
TRUHER
-, | 116/129 | 89.9
vt
BEETFIRE | 1117124 | 9.5
RETFIHRE 5/5 |100
LY HER
.. | 130133 | 97.7
/N gt
fLlBL > 43®@ | 90/90 | 100
i % B OE| 3436 | 04.4
z 0Ot o
Covwmm| 7 |87
77 LIBERENG 246/262 93.9
TSLNAT.
Ha5—yz| 1515 100
x B E| 7981 97.5
B % 8 ®| 44 |[100
7ory2B| 55 |100
A2TIVIHE | 104/110 94.5
T LRG| 208/217 95.9
& 5| 454/479 94.8

CCITRT RS (S B AR SRR 0D @ i
fE-BICEEICET 5250 THY. F
Ak 16 £ (2004 ) DA E B
BERFZEILOTREHPYEEA,

= NANTE2—BIA., IT>7ON72—B1%2ET




V. IBERICBET 5 HA

3) EXREFMEFZHZE
NPV RTA a7 BWIIBFERREITR LT - EHHERD R E2 R U, W@ o601 5w =R I,
7T NMEE T 91.8%., 77 ARRMEE T 90.7%. AFFT91.83% & SN EIH ARG O T,

. @ | KD B e (%)
=H JHIEHI 0 2|0 4|0 6‘0 8,0 19 0
TROBEE
I 5t 1077122 | 87.7
EEINIERE| 102/117 ‘ 87.0

REITNIERE| 55 [100

LY HER
-, | 118123 | 95.9
A
LU > 388 | 85/87 | 977
B % % E| 26/29 | 89.7
zZ DD
Lvevpmg| 77 |10

T LIBHERNE | 225/245 91.8
TSUNAT -

HE5—U X 11/14 78.6
X B ®| 80/80 100

B % 7 3/3 [100

PA=r Py 4/4 100

1>TIVIYHE | 86/101 85.1

NN %

JILEMR/NE | 185/204 90.7
-k

& =t | 410/449 91.3

I RANTEZ—BIA. I>TANI2—BONEET
SRR =R RS (BN AR +RE) EFI CCITRY RS I B & A GBI D i I
fE-BICEEICET 5250 THY. F
Ak 16 £ (2004 ) DA E B
BERFZEILOTREHPYEEA,




V. IBRICB 55HA

(3)ERPREIE AR
AFZE Lzt MERMETIZIE, 8L AR 27 /RO 7R R A0H0 Sz,
D 32 D B AR NI AHA] 50mg, 100mg, 200mg Hi[Eld 2\ MT 2 38 i Omfse 54 i U 72, & OF5F.
B 512 L D EFREMEIERRD B ALY, e GRS M O, AST (GOT) . ALT (GPT) ZEfFH
REMRAAE DR LSS —EBIC A b2 LAMTIR, BAVEAER . BPiod, — Mg, ik b PR,
PRIRES, BB O 2 8 & ARMEICIIRRCRTEIE 2 D o 72 39,

3) /IMKRE —1E7> : Chemotherapy 1988;36(Suppl. 1):200-214
4) MEB=1%5> : Chemotherapy 1988;36(Suppl. 1):215-228

(4)IRFRIHER
PR RS AR 2 HEE R & U CAE 17 Mgk CakBh A Jhi L7z,
1 B85 8 K583 30kg UL FO/NRICx LT 1E 3~6mg (Jifli) /kg % 1 H 2~4 [AD&xG5-L L=, =D
il A BRI W SR EIEE] 7114510 9 B 1 H 6mg/kg ZHl & L7z 1 H 4.5~7.5mglkg #5730 .1 H 9mg/kg
e L7z 1 H 7.5~10.5mg #5723 403 5, 1 H 13.5mg/kg Z9.0r& L7= 1 H 10.5~16.5mg/kg #%5-7°
201 I TH Y, 1 HPOHEREGED 6~9mg/ke (K5 &iE 4.5~10.5mg/kg) THIEFI DK 90% % 5 6d 7=,
D G B T ORER S K O E BRI A BE L 22 91~95%, 80~90% CTh -7 2,

1 BRSEE : /NEREIR O BEYYE D 2 TR OBER D R AT AR 2 OB BRI T 2 PR SR L
1% time above MIC OREFIZ X B life-saving # B & L TV B, AFID Tie BN 2 THD Z L 2EE L.

AHN ORI 1 H 3 BHEGZ2HOICEM Lz, TO/ER. 1 BERGEEHVESE L 2L, 1 A 3 \kS
628/665 1 94.4%. 1 H 2 [l 523 29/30 51 96.7%. 1 H 4 #5725 14/16 # 87.5% Th > 7=, JEFIE %
< BBz 11H 3mglkg Z F0MZ L7z 1 a#% 54 2.5~3.5mg/kg D#iPH Tl 1 B 3 [H1#5- 373/392 51 95.2% .

1 H 2 \#E 20/21 6] 95.2% TH YV . 2 FIHEGOEFEIZVZ2NE OO 1 B 2 BHEE L 3 EEE LIE, 1FE
[ CERRZIR T -7, Zhid, AHIO Tue 25K 2 BHI Tl D 5 b DD il ik BE B ZEHRF ] (Tmax) s 2

~3.5 FEfH] L <, RFMMARENHERF SN D0 LB 2 b,

PR 2 R B E MR 6 52 T11 BlC DWW T 1 H 2 [E# 5 & 3 [\ 5 OB BRIEEAR R, MIC BIEEKSE, BF
DR, ZEMEOWE BT E A EENRLONT, KAIOHE - HEE LT 1 8mgkg, 1 H 2~3 [E], %)
BRI OHEITHRAD 1 B g K& 400mg Z iz 72, B, /NEAE 30kg & LT 118 4.5mg/kg, 1
H3E%ZERETDZEE LI, 28, 18] 4.5mg/kg 13387 1 [0 & 3Smg/kg @ 1.5 5% 5,

2) Jpn J Antibiotics 42(7) : CEFPODOXIME PROXETIL i S 5(1989) % HHLMZ 4R

(5)1REEHIFHER

1) BEALETRERGHR
REERR L

2) LEEEAER
U ERR L

3) REMHER
RUERR L

4) BE - REAFER
AR L



V. IBERICBET 5 HA

(6):&EERIfE
1) ERABBERE - FEEARERE EHRT) - EERTHRERKRHR (MRERKRER)
YL
2) RBEUELTERFENDHREXITERE L -REBEOME
YL



VI. SR 2 B4 A IH H

VI. EEE(ICE§I HIEH

1. BEEZHMICEESH HILEYMRITILEYEE
BOv 7« ARTEWME
EE : MEOH L& ORhEE

2. EBEEM

(O)EREML - 1ERERE 57

IR EF TR O LEEZSRT 5 2 &,

PIEEMER TH D 7R Re v a0, MEMEEEO S REIC LV ZREER 2R, TOERSITEMEIZ X
DRI BM, =V UEEER (PBP) @ 1, 3IZHFIMERE W,

In vitro (BT % E. coli NTHJ JC-2 & PBP (254 % 50%BHLEMRE (ug/mL)

PBP

1A

1Bs

2

3

4

5

6

TEI7REFT L

0.4

0.6

1.5

0.3

15.2

>100

>100

(2)E &R 1T SRR
1) IO RAFABRREIZH T HERINE

G 5 RFE RIS 1 BB oG 21TV, BHLY 3 HE, 2 E/H,

R LT

57 [Eldf

ot
VL]

RO L, 14 HEOAELF

K. pneumoniae 2 BRI X B IiiPEYLEIZ % L, CPDX-PR TV DHAICE CCL (777 1) |
CEX (B77LXxv ) KENTDIRER LT,



VI, Hoh BRI R DI H

OB OE| g g £ 7 R (%) t
EREHE
[CFU/mJ (MIC (ugimL)] | 50 100
=D N = B [0}
100
CPDX—PR |iiififitifiiiiiinimsscsciniossinininniacininininininiog
(0.05) 50
K.pneumoniae
1204 et 0 *
(5.0X10°%) CEX 210 *
(1.56) 10 | *
60] *
ccL BEEREERERRREENE
(0.39) 20
=DAN =)
7
PR, [ e iy
(0.10)
50|
K.pneumoniae
2785 0 *
(5.0X10%) CEX 0 *
(B13) |y &
RRRXRRRKBY *
CCL  [tfifititinitirigly *
(0.78) 0 *
@ . 2mg/mouse . Tmg/mouse \:| . 0.5mg/mouse
t I BR%148E % 1 P<0.05 (CPDX-PREf & DI

2) MSSA ¥ ) RIEREREFAE IS HAENE ©
MSSA (A F VU M S, aureus) 15 8 (R= UV —XFEA 12 8. FEFELE 3K AWz~ AE
PENYYEIZ %% CPDX-PR, CCL, AMPC (7 Ex v U 2 Kf) OIRFEDFRE (RYER% & 4 FRE
BICROEE L, 5 BROEFRL Y BRF) 28RFI L7z, CPDX-PR (I~=U F—ViEAK, JEEARE
%9 EDso i 10mg/kg Rif%iC&® 54, CCL, AMPC (ZPE4ARETIE EDso HEOIEH & AR E <
100mg/kg LA EDMEZ R~RT H O b H o7,

=100 H 44
[
° hd °
oo -4
L [ ]
R g‘: o o NZIUF—t EEHK
g L °° o O NZYUF—t FEELEH
E :
2 L]
a
u H
L]
L]
O
= 1t oo ®
| | |
CPDX-PR cecL AMPC



VI, S E B4 D IH H

3) BEMEDEHKR UV MICS -1

LY R * *

100
2 = {0 | ey el e e B et s e
&
o
7 TILNAZ-HhaF—U2R
(%) 50 I TaONT742—B
S hONTE—B
HE T RYBE*

- MIC (ug/mL) |08 01 | 0.2 |0.39|0.78| 1.56|3.13 | 6.25 | 12.5| 25 | 50 | 100 [100<
w7 KNy ERE* 730 4| 330| 312| 41| 14| 10| 6| 8| 5
vov o ok E OB YY 832] 705 56| 28| 22| 11| 5| 2| o 1| 2
T S > S <] 285| 246| 23 8 5 1 0 2
77V;;;;UX 134 14| 4| 9| 22| s1| 10| 87| 7
PN % £ 1077| 25| 76| 391| 387| 135| 26| 10| 10 5 4 1 3 4
7 V7 v TR 618| 95| 257| 164| 48| 23| 21| 4| 1| 1| 1| 1| 0
ZA0= N A - 514| 229| 148| 53| 31| 14| 6| 10| 5| 6| 7| 1| 1| 3
RN 174 1| 0| 15| 5| 27| 57| 27| 5| 2| 2| 3| 2| 28
TUTFaNT R 234| 5| 4| 10| 45| 47| 45| 16| 8| 9| 3| 6| 4| 32
A7V 274| 141 93| 12 7 8 1 1 2 3 5 1
AT VY VR AT R U KB (106CFU/mL)
g BRI 2 Bk <

(FENEERT)

CCITRY AL ELE AR O S
fE-EEECET 250 THY. F
Ak 16 £ (2004 £F) DB E B LS
BRERFEZEIOTEHYEEA.

4) HEKIHIHEHE & OBAIER (in vitro) 59
7R B AERIBEICH LTIk, Ml - SR OEMER S Eio, AT OHRE R ORI L
T~ Y R K~ s 07 7 — U LRI &R L,

(ERSIERR - FEAS T

AR L



VIL_ Y @hie 2 B9 5 IH H

VII. ZE¥EREICEY HIEH

1. MPEEDHS - BIEE
(N)BELEMN L mMSEE
JRYSEAL, R E O L B s,

( TVI.2.QEMNEEMITHREBHE KO [VL4A.(5)ZFDHOMBEADIITE] W)

(2)& = M A iRE R ERRE

MVIL1.Q)RRARFBR CTHE SN -IFRE] 2]

(3)EREREAER TRER SN f< b
1) AR 152

15 st O /NRIZAH] 3mg/kg, 6mg/kg # BHEHFERE QL L7CREOE 7R N A (FUETEMR) O
Fc e I R BE VX 5574 3~4 BEE TR 54, 3mg/kg #5-TlE 2ug/mL Rifh. 6mg/kg TiE 4ug/mL Atk
DIEEZ~R L, dose response Nid D HIL TV 5,

(ug/mL)

4.0

3.0

2.0

P O = IR R AR i /R SN O

1.0

3mg/kg ZRERF —e—
(n=18)

B o

(h=21)
6mg/kg ZRERF —o—
(n=11)
B %
(n=14)

mean=£SE

051.0 20

4.0
B

1
6.0 8.0 (hr)

ROKkS5E (EEKE) omEHhiRE

Be b (B 5-Re | 512 | tiz (hr) | Cmax (ug/mL)| Tmax (hr) |[AUC(ug - hr/mL)
72y | 18 | 2.1+0.2 | 2.12+0.18 [2.14+0.28 9.22+0.80
3mg/kg
f % | 21 |{2.0*+0.1| 1.77+0.07 |3.29+0.27 9.35+0.50
ZefERE | 11 | 2.2+£0.2 | 4.55+0.40 [2.09£0.21| 19.42+1.49
6mg/kg
A 1% | 14 |2.1+0.1| 4.32+0.36 [2.79+t0.30| 21.87+1.58
(mean=*SE)



VIL_ g B 5 H

<B%E KHOT—2>

BHREEEROMBEDRE 20

WL R RERR S R (T 0] MO EEEERREESEE (26 12, 200mg (FEH]) % &% 30 IR A&
B U7z, BHIEOMK TIZH, Cmax DEIIN, Tmax DIER, AUC(0-12) DM HivT-,

--0-- Ccr IE® (n=36)
—o0— Ccr 54x5mL/min (n=7)
—e— Ccr 36mbL/min (n=2)

®
)
Q
3
1!

o
T

R 5\ A7 ok B3R
w

ki WJ Cer ’I> Crmax Tmax tie AUC(0-12)
¥ | (mL/min) (ug/mL) (hr) (hr) (ug * hr/mL)
fdt B R A | 36 — 2.96+0.11 3.2+0.1 2.1+0.1 |15.51%+0.55
B R E 71 54+5 |3.92+0.28"| 8.7+0.3 | 3.6+0.4" [28.34+2.16™
MRS | 2 36 4.81 7 3.4 34.03

W) 2VvrF=v U TR **P<0.01 (M A & DR, Student’s t-test) (mean+SE)
BEHEEEETRE(IC 200mg BRESHFOMEBERREE

(4)hEE
BRI L

G)BE -HtRENEE
BEOFET [VI1.(3)1) MEFREE 2R

6 BEH (RE2L—3ay) BIICKYHBLE-EMANBSEESER
MR L

2. EYEERII/INT A—4
(V)R %
MR L
(2) MR R 2R FEE 7E 3
Ka=0.89%0.04hr? (mean=SE. n=16)
(fdRER A 100mg)
BYINIFTRIFEY F 4
MR L
<BEZ HNEAT—2>
MK SA AT A Z VT 1 0 50% (FEA)
(BEEERRAICE 7R ¥ A& LT 100mg % ZEi8IF 1 [AF% 0 5) 20



VIL_ Y @hie 2 B9 5 IH H

(4 HREREER
Ke=0.36+0.01hr! (mean*=SE. n=16)
(fERER A 100mg) (L& R}
BGYWIUTIUR
MR L
<BEF HNBEAT—2>
2H 7 VT T A 9.88+0.39L/hr
(BERERRICE 7R R 2 Ak LT 100mg % Z2 R 1 [H§FRN % G) 20
(6) D TEHE
MMEER L
<BEZ HNBEAT—2>
32.3+1.6L
(BEEERRAICE 7R R A& LT 100mg % Z2i8IF 1 [EElRN &G 29
()ﬂ*ﬁEﬁﬁA
MEEBHEE (RINEIELE) 3
b RZ. 200mg (BEA) #EO#EE LT, 0.5 BEf~12 BRI O iEE Ak A RITBOEEF I R 72 <9 30%
Thole (RAMESEEIC LV HEE)



VIL_ g B 5 H

3. % IR
AR L
<% FZHOT—4%>
MR, IFE X RS h 5,
<8%E.@g8MT—4%>
TR B ML R B
IR RFFRT L TrxeFUERAKGE, BEREOIERRNT AT 7 —BIC LD HONTIKRS S, &
TRRET L (R-3763) & LTINS NIZBEEBTIIHMT D, MK, RIZITE 7R FF T H TaxeF i3
FEL7Z2V, RO TR b 7 FBBNMEIC &> TRE - offcsh, E7 R xR 2550
ARG O R-1073 ° R-5002 % & L CEPIZHRIE SN D 20, o, b FORFTERFWITIE IR X L ThH
V. R-5002 23z 58D 1%L FTHRIESND (BEAD 9,

IR N1
CPDX-PR
El2=2-1:0]
@ IXF5—tH
CPDX-PR CPDX-PR |::>t7/1<' (S PZN I
l R-4060 ~R-1073 —
wIRREIL H
R-1073 e
\ R-slooz e
%
CIRKEDL
R-1073
R-5002
CHs CHs
1 |
COC();EIHC())CCrPOCHmHS)Z COOCHOCOOCH(CHs)2
H:N_S o 20CHa HeN_S CH:0CHs
M1 coml )T 1 com T
N—C-CON s — N—"G-CON s
NocH, H H NocH, M H
CPDX-PR R-4060 (A42%F)
¢*o COOH COOH
H:N_S CH:0CH H:N_S CH:OCH
2 \H/j_ N/j/ 2 3 2 \fj_ (H:)T_T\ | 2 3
N—LC-CON s N—LC-CON s
. HH y HH
NOCH: NOCHs

TR KEYL \ / R-1073 (A%fs#fEs)

HaN
1L conweoron

NOCH:
R-5002

* CPDX-PR# % \L\l$R-4060
R-COO-CHOCOOCH(CHs)2

VAN

R-COOH CHsCHO CO:  (CHs):CHOH
(t? F‘frsﬁevA) \ \
% %\ I3R-1073) CHsCOOH CHsCOCHs

(oo
HERBRR
4. 5 T
(1) % — R B P @@t
MER R L

<B8%E.@g8MT—4%>
14C-CPDX-PR13mg/kg % 7 v MR N5 L= o fem AP 1L 8.07ug/mL TH - 7=,
MANERE X E— 7T 0.18uglg & DTN TH o720,
(2)Ifi% — R RREA P& 1%
mMER R L



VIL_ Y @hie 2 B9 5 IH H

<BE FWYT—4>
IR 18 HH F v FT 4C-CPDX-PR (2 7&R F¥ AL LT 10me/kg) Zf&A#HL L-fs R, 5% 2 IR
BT 5RO R ik, B, O, Bl T B i b BRmEPRE 5.72ug/mL (E 7R
R v AE) O 1~5% Th o7, B51% 48 FEICIZ MR OVE VAL & b & 5% 2 BRI ORE D 27%
IR, &5 W3R LLT & /e o7 27,

QR)EiT~DBITH
BRI L

@R~ DBITH
MR L

(5)Z DDA~ DFITHE
MR L
<BE FWYT—4>
14C-CPDX-PR13mg/kg # 7 v MIfEH G- 0 FEgNRE L, L8 TS 30 2. TS DOlidids
TG 1 R — 27 EIE Lz, B Mg IF. oRED & <. 24 FEEZIZII e — 27 D 1%
WCETIKT L7 20,



VIL

EEhEIC B3 5 H A

14C-CPDX-PR13mg/kg A& 5% DS v MEBRNEE (n=4)

BE (ug/mLorg) @

5.

#l i 0.5hr 1hr P 2hr 4hr 6hr 10hr 24hr 48hr
M ¥ | 3.90+0.68 | 4.08+0.87 | 3.29+0.47 | 1.47%+0.24 |0.62%£0.25| 0.07+0.01 |0.07%0.02 | 0.01=0.00
M 4 | 7.40£1.36 | 8.07+2.49 | 593+0.92 | 2.78+0.45 |1.14%0.41| 0.10+0.01 | 0.07%0.01 [ 0.02%0.01
i 0.18+0.04 | 0.14+0.03 | 0.10£0.01 | 0.05+0.01 [0.03%0.01| 0.02+0.01 <0.01 <0.01
iR Bk | 1.05+=0.24 | 0.80%=0.11 | 0.66+0.11 | 0.46=0.14 |0.32%0.17 | 0.09%0.02 |0.040.01|0.02=0.01
WE % BR | 1.75+0.36 | 1.80%0.40 | 1.57+0.49 | 0.71%=0.14 |0.54%0.22| 0.06=0.01 |[0.04=0.01 <0.01
Bk IR | 2.21+0.43 | 1.82+0.33 | 1.50+0.22 | 0.66%+0.07 |0.64=0.16 | 0.28%0.06 |0.10+0.03 | 0.08=0.05
& | 1.01+0.18 | 1.21+0.30 | 0.88+0.16 | 0.43+0.05 |0.18+0.07| 0.04+0.00 |0.03+0.01|0.01+0.00
flg B | 0.48+0.09 | 0.56+0.15 | 0.48+0.07 | 0.22+0.03 |0.13+0.04 | 0.09+0.05 |0.03+0.01 | 0.02+0.00
Jifi 1.92+0.36 | 2.39%0.77 | 2.02+0.38 | 0.92%0.08 |0.38£0.12| 0.09=0.02 |0.050.01 | 0.04=0.00
K Wk | 4.30+0.86 | 4.31+1.42 | 2.46+0.39 | 1.54+0.22 |0.71+0.15| 0.23+0.03 |0.12+0.02 | 0.060.00
e BE | 0.91£0.17 | 1.25+0.34 | 0.98+0.05 | 0.42+0.04 |0.41%0.17| 0.05+0.01 | 0.03+0.01 <0.01
o B& | 0.62+0.11 | 0.50+0.11 | 0.39+0.04 | 0.21+0.04 |0.16+0.05| 0.05+0.01 |0.083+0.01|0.01+0.00
H 60.57+5.47 |26.28+3.77| 16.12+5.20 | 4.83+£1.07 |1.38+0.47| 0.290.04 |0.130.06 | 0.03+0.01
AN [ 116.98+21.40 | 59.63+16.63 | 40.43+4.67 | 15.41+6.84 |2.56=1.79 | 0.15%+0.03 |0.11%0.06 <0.01
+ 45805 | 150.56+17.76 | 75.65+8.72 | 59.85+31.39 | 23.45+11.47 | 2.90+1.91 | 0.18+0.06 |0.09+0.05 | 0.01+0.00
K M| 412+290 | 1.51+0.51 | 0.88+0.15 | 1.34%0.81 |2.92%1.51| 2.00%0.31 |0.19%0.03 | 0.0620.02
B | 1691047 | 2.13+0.05 | 2.04+0.76 | 5.43+1.96 |5.95+1.01|10.81+6.60|0.85+0.26|0.24+0.10
g (F) | 9.09£1.39 | 9.86£2.05 | 8.08+1.29 | 4.25+0.86 |1.83%£0.88| 0.33=0.04 {0.17=0.04 | 0.08+0.01
g (/2) | 9.50+1.53 |10.21+2.31| 8.02+1.04 | 4.63+1.04 |1.77+0.83| 0.32+0.04 | 0.19+0.04 | 0.08+0.00
B B | 1771035 | 1.45+0.30 | 0.95+0.12 | 0.71+0.11 |0.58+0.16| 0.43+0.03 | 0.16+0.05 | 0.08+0.03
HEAsl | 0.62£0.10 | 0.73+0.22 | 0.57=0.11 | 0.27%+0.03 |0.15+0.05| 0.08+0.05 <0.01 <0.01
KEEL (F) | 0.44£0.08 | 0.79+0.16 | 0.64£0.10 | 0.37+0.11 [0.15+0.06 | 0.05+0.01 | 0.01+0.00 <0.01
(/) | 0.47£0.10 | 0.69+0.19 | 0.63+£0.10 | 0.28+0.04 |0.17+0.04| 0.03+0.00 |0.01+0.00 <0.01
& K % | 0.84*£0.15 | 0.76£0.24 | 0.75+0.19 | 0.36+0.07 [0.18%+0.10| 0.08+0.01 | 0.02%+0.01 <0.01
Uroji | 1724016 | 0.96+0.14 | 1.01+0.09 | 0.45%0.10 |0.34%0.14| 0.18+0.05 | 0.14%0.05 | 0.04=0.02
a) FEIEE 7R F¥ v A HE & (mean+SE) b)n=3

K #

(MR BHEPLL R UK BRI
[VIL3.0%UR ) S
QQRBI-E53 58% (CYP450 %) DHFiE
MR L

GHEEENRDERRVEZDEE
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GRBVMOEEDAEERUVLE
AFNE7T 7 K7 v 7 ThY | IBERINRFICERINDSE 7R RE T ANEEKTH S,
<BE . #gWT—42>
PRENZIET 2 FELRRETE 7R FF L TH D, G EDOK) 3%DEIE THREHM R-5002 238 H S 728
R-5002 |ZHHYWEHIZZRD HALR (T ) 20,

HzNYS
ﬂ;L
N | C-CONH-CH:CH-OH

[
NOCH:s
R-5002

B)EMEKBMDEERAI/NS A —4
VIL2. EYMEERA/ NS A —5 | ]

6. B Gt
(1)HEH ARG R U2 ER
a2 S LCRPICHRE S D,
(2)BEt 3
[VIL6.(3)HEitt RE | 2
(3) Bkt R E

WNRIZE T 5 Bi%# 5 8 I £ TOIRPHEERITK 40% T -~ 72 157239,

0,
(/‘_’) 3mgkg ZRERF ——

(n=18)
o0
n= . ——
4 40 bmgkg TiEE —o— (ug/mL) 3mg/kg (fﬁﬂé%)
(n=12) 2% o
2 B % - f
® 200 | (n=21)
K R HIGAS fﬁ% ~
¥ 30 mean=SE th 2 % -
> t (n=15)
L > 300 - mean=+SE
R ®
20 K
= ¥ 200 |
h >
B N
ft b
= 10 100 |
2 4 6 8 (hr) 0.2 2.4 46 6.8 ()
[E S| B A
INFURZAIAYTHEZDETRRF S L INFURSAYOy TIEHO RS
RIBRhHE =R EIRRED LIBEHRE
EIEErFO RSP HEM
AR L

<BE . FEHOT—2>
EHEREREE I 200mg (FEA)) 2 A% 30 I n&kE Lz ([VL1.(3)1) <& : FHIOT—4> &
&)

o

SRR R R B SRR E R FE (Cor=54E5mL/min, n=7) Tl 4~6 KT —r 2R, 12 i E



VIL_ eI B4 5 H

TORRFEERTX 33.813.8% CTh o7z, F-HHEEBKERERERE (Ccr=36mL/min, n=2) TiX 8~
12— 27 2R L, 12 B £ TORPENRIT 17.56% TH 0 | BHEREDE T IZLEW IR F~DHEE LT

DR BT 29,
RFRE  FRPEIREE
---0--- Ccr IE¥ (n=36)
(ug/mL) 1 —o— Ccr 54x5mbU/min (n=7)
v —e— Ccr 36mL/min (n=2)
(%)
T - 40
R = |
2000 g R
= i
% § {30
r % A )
¥ H Sk
Z Ho B i
# & Kk 120 =
|5 mm3§ & e

0~2 2~4 4~6 6~8 8~12
B A (hr)

BT EREIC 200mg BREBRERORP+ IR FF Y LARERURPEIRE

7. b UARAR—EF—IZEAT B1ER
mEERe L

8. BMFICLDIBRER
(NEEIRZEMT
RUERR L
<£EZ HBEAT—E>
TTARF VAL LT200mg ZfE A5 LR BHTETIC 5.74% £3.1% B S D &S ST D 29,
(2)1fn & E 4T
AR L
<BE: NEAT—5>
2.860.25 IEHOBEHTIC L 0 22.4£2.9% £S5 2, £/, €7 K FF 2 AL LT 200mg %% 05
. GIEME D 4 HHENT5 2 LI2 k0 AUC 53 43% 07 5 L s STV 5 0,
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QFtHEE L ZDHER
3. tHE{EA
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BE . T =Y A UI SR DG ORI L OBRIC LY | AFIOURILASILE S, AFIOB RS
F5 L OWMENBH D 192,

8. El{EF

(MEHEROBE

4. BIER (RHEICIIBHENEH CE RV EIERREEZET, )
TIEB 4,924 FIHREIERA OWMA S b ol 81 6 (1.65%) Tholz, TDOE b OIFWHLEER (FH# -
HAE : 0.63%. WAM: : 0.06%) S5 ThH -7, (F R AT T )

(QEXGEIER & WEAERK
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1) 2avi. F7FI7242Fo— vavr, 7T 74 7% — (MEET, NFRE, ONREFE, S,
i, (HE. B, 3T, B2B%) 2EZTZLNHL0TREL 2TV, BENEO LTS
BITEBICE G2 L, #WERLEEZITS 2 &,

2) hEMRKZIRFEFMAIAE. RISHERIERS | T EER L EEREIE (Toxic Epidermal Necrolysis :
TEN) | BJFRMEAREGRE (Stevens-Johnson JEMEHE) 23d HoiDd Z &3 b 5 O CTBIEZ & +4314T
W, BENROONESGICITELICRG2FIE L, BURAEEZITO 2 &,

3) RIEMEXRIEH « BIEMERIGRE DML A 5 EEZRKGR (WHER : 8. SR TH) Bdbb
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s
4) BMEFEET  AMBEESOEELRERENOLDONDLI I EBHLDT, EMMITHREZITO 2 E#
a7, BEPRD ONSAIXEBICES 2L, @MY RAEETY 2 &,
5) MIE MRS, PIE REREE - FEN, ok, PRORIREE, Mo X RRasy, AFmeskil 2% 4 0 o ME Mm%
PIEJEBREN H DL DOINDZ ENHDHD T, 2D X I RIERN S b LN HEIITELICEEZ R IR L,
Rl FCE AR VE RO GO R LEEZITH Z &,
6) FTH#EEREE. #JE : AST (GOT) . ALT (GPT) . v-GTP LA OFHRERE, SBENH L OIS
TEBRBHDHOT, BEREFNITV, BRENBEOLNLZEAICE, B A2 RIE LEY AR NEEZTTH 2
Eo
7) /R - MR S B d Z B H DO T, BEEHITITV., RENRRBOSNHGAI
X, G E2HIE LE R AE AT 2 &,
(2) EXLEMER (X
1) RMBRE A, EEERIKE. AMERM : thot 7 = ARFUEWE T, FILERBAE, EERERE
RN S Hbid & ORERH 5,
2) EE WOt T = ARFUEWE T, BAEORFICKERG T2 LEBEOMBIEREZEZ 3L OH
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M /MREEZ
FF B& AST(GOT) 5. ALP F5-, LDH F5H
ALT(GPT) |5 i RERE S

g W BUN 5.
me s rr7F=rF
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et (N EorEES) ([CB42EA

BERRERRE—E

(AEBAEERRBFEER VBRRREEREE—K

FREFZ | EARRIREOHG @ 3
G B
QW B M E K 17 616 633
@ W & E Fl % 742 4,182 4,924
@ &l 1 H 3 BLIE 1 $ 50 31 81
@ al 1F B % B % 64 35 99
A %EE@}X%O%) bl = 6.74% 0.74% 1.65%
BIIVEH O figH TRGRIREZ fEHRGER A DR =
A T 36 o [%@g@ggﬁﬂ o
(RS- BEfAESEEE) | (2 (027)] | (4 (01001 | (6 (0.12) ]
b % 2 (0.27) 3 (0.07) 5 (0.10)
ZERE B MR P 0 1 (0.02) 1 (0.02)
(H & &R E ] | (15 (202) ]| (2 (0.48) ] |35 (0.71) 7
T ] 10 (1.35) 19 (0.45) 29 (0.59)
#K f& 2 (027 0 2 (0.04)
THI - Y RE 0.13) 0 (0.02)

g iH: 0.27) 1 (0.02) 3 (0.06)
JI§ i) 1 (0.02) 1 (0.02)
R BERME) | (14 (189 | (5 (0.12)1 (19 (039) ]
fiF # R B FE 0 1 (0.02) 1 (0.02)
AST(GOT) k& 14 (1.89) 4 (0.10) 18 (0.37)
ALT(GPT) k& 13 (1.75) 2 (0.05) 15 (0.30)
IR - xXERE) (0 1|01 (002701 (002)]
AL-P L & 0 1 (0.02) 1 (0.02)
| (EmE - @PREE) | (14 (189) 1 | (1 (002 | (15 _(0.30) ]
i mR OB O % 14 (1.89) 0 14 (0.28)
oOER O A 0 1 (0.02) 1 (0.02)
U/ - HEnEE) | (5 (0.67)) | 1 (002) |(6 (0.12) )
m o/~ W ¥ % 4 (0.54) 0 (0.08)

7 mbuyt” VIR IE R 1 (0.13) 0 (0.02)
o/ oW D 0 1 (0.02) 1 (0.02)




VI Z24it (E EoEEss) (B4 51EE
G)EREE, GHHE. EEERVFHOABREERAOBERRREE
. B OfFE H R B T
S Bl TEAG% ey 0
BEAT AR JE B G | }E({Oigf (95{%@&%)
T L 2,282 16 19 0.70 (0.7£0.3)
L8 1,900 15 16 0.79 (0.8+0.4)
IR 4 AR 9 - — — —
15 H~12 » A 308 6 6 1.94 (1.9£1.5)
F A 1 1 7% ~6 % 3,095 24 27 0.78 (0.8+0.3)
7 E~14 7% 693 1 2 0.14 (0.1£0.3)
15 7% ~90 7% 77 — — — —
HAE%~3 5 A 42 — - — —
4% A~6xnA 63 3 3 4.76 (4.8£5.3)
75 H~9 % H 123 2 2 1.63 (1.6+2.2)
10 # H~12 #» H 89 1 1 1.12 (1.1+2.2)
A 2 1%~2 ik 1,043 15 17 1.44 ®(1.4+0.7)
3 E~b ik 1,657 7 8 0.42 (0.4£0.3)
6 E~11 5% 1,050 3 4 0.29 *(0.3£0.3)
12 % ~16 % 48 — — — —
17 3%~90 5% 67 - — — —
NG 248 2 2 0.81 (0.8+1.1)
APBE - 443k 4= 3,831 26 29 0.68 (0.7+0.3)
ABEst sk 103 2.9 (2.9+3.2)
B 1,439 0.14 *(0.1£0.2)
& E ¥ HHEEE 2,600 26 30 1.00 * (1.0£0.4)
HE 143 3 3 2.10 (2.1+2.3)
I YL 2,513 20 23 0.80 (0.8+0.3)
PR B YL iE 202 2 3 0.99 (1.0+1.4)
AR LR R 429 — — — —
i FHER H S A E IR e 451 4 4 0.89 (0.9£0.9)
PR EN 122 — — — —
IS 2R s E B 134 1 1 0.74 (0.7£1.5)
5 R YE 331 4 4 1.21 (1.2+1.2)
3 3,950 27 31 0.68 (0.7+0.3)
ith ?ﬁ i H (E7=2%) 10 1 1 10.0 (10.0£18.6)
BE 13 F f (=Y R) 5 — — — —
f (Zofth) 217 3 1.38 (1.4%+1.6)
6mg/kg A 486 2 0.41 (0.4+0.6)
L 6mg/kg~9mg/kg 1,681 15 16 0.89 (0.9%+0.4)
T‘ g %‘éfqiif 9.1mg/kg~13.5mg/kg | 1,668 10 11 0.60 (0.6+0.4)
13.6mg/kg~ 307 4 6 1.30 (1.3£1.3)
] 40 — — — -
XAEEE (A) 0H — M ESR L
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zatt (B EOEE

%) (B 5 HA
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B R TEAG% ey 0
B O EEA SiE (5155 T ;ﬁ(ggp (95%@@@)
1HA~3H 4,182 15 17 0.36 (0.4+0.2)
4 H~6H 3,925 9 10 0.23 (0.2+0.1)
- TH~9H 2,232 4 4 0.18 (0.2£0.2)
;g ;f 2 10 H~12 H 924 1 1 0.11 (0.1+0.2)
o BB 13 A~15H 351 1 1 0.29 (0.3£0.6)
16 H~18 H 164 - — — —
19 H~21 H 109 — — —
22 A~ 81 1 2 1.24 (1.2+2.4)
pii3 903 4 5 0.44 (0.4+0.4)
H 3,279 27 30 0.82 (0.8+0.3)
PUAEY B A 154 3 4 1.94 (1.9£2.2)
{bZBIFRIEA 16 — — — —
Df F A RREELEE TR S 1,094 7 8 0.64 (0.6+0.5)
HONR) BT 3K 43 — - - -
LR E ISR 1,757 21 21 1.20 (1.2+0.5)
HLEE 422 9 12 2.13 (2.1+1.4)
AR = A 29 — — — —
Z Dt 2,104 21 22 1.00 (1.0£0.4)
pii3 3,914 24 27 0.61 (0.6£0.2)
H 268 7 8 2.61 (2.6+1.9)
Lo 2 — — — —
FilT 10 — — — —
OF AL B - 1R 3 - — — -
G2l EN) RS 6 2 3 [3333 | (33.3+37.7)
rFLp— 103 1 1 0.97 (1.0£1.9)
KRBT —T V& 3 — - - —
Ve 27 — - — —
Z Ofth 121 4 4 3.31 (3.3%+3.2)
i3 3,743 29 32 0.78 0.8+0.3)
H 439 2 3 0.46 (0.5+0.6)
JHF iR 13 — — —
SR AR R 22 1 2 | 454 (4.5+8.7)
/a\é—% i 21 - - - -
g DNFR) Lo 15 - - - -
Jibd iy B B 84 — — — —
S I 17 — — — —
Z D 323 2 3 0.62 (0.6+0.8)
Ak 4,042 29 32 0.72 (0.7£0.3)
oW & 41 2 3 4.88 (4.916.6)
8t D Rt 99 - - - -
0.8kg~10kg 597 10 12 1.68 | *(0.65+2.70)
11kg~20kg 2,543 21 23 2.83 (0.47+1.18)
® = 21kg~30kg 781 — — — *(0.0£0.38)
31kg~85kg 221 - — — (0.0+1.36)
pNGAE 40 — — — (0.0£7.5)
X¥EEE () 0HE — MERL
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1. BEERE (ROBAHICFIEECKREST S L)
(1) ~=2 U RPUEWE I UsBUE OB O & % B
(2) AASOTMHE, SLBICRE S, BB, FHEEOT LAF—EREZEZ LT WAEZ A 284

2. EEGERIEE
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(ddY, #, n=5) 1000, 2000, 4000 | #2875 |
7 vk po |25, 100, 500, 4000mg/kg £ < |A  E
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FR| EME. (SD, #, n=9) 2000 B, Nat, Cl |2l
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o {23 T8 P N
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(CEFPODOXIME
PROXETIL- Cefpodoxime proxetil is indicated for the treatment of patients with mild to
cefpodoxime proxetil moderate infections caused by susceptible strains of the designated
granule, for suspension, | microorganisms in the conditions listed below.
NorthStar Rx LLC,
2018 4 10 A) Recommended dosages, durations of therapy, and applicable patient

populations vary among these infections. Please see DOSAGE AND
ADMINISTRATION for specific recommendations.

Acute otitis media caused by Streptococcus pneumoniae (excluding
penicillin-resistant strains), Streptococcus pyogenes, Haemophilus influenzae
(including beta-lactamase-producing strains), or Moraxella (Branhamella)
catarrhalis (including beta-lactamase-producing strains).

Pharyngitis and/or tonsillitis caused by Streptococcus pyogenes.

NOTE: Only penicillin by the intramuscular route of administration has been
shown to be effective in the prophylaxis of rheumatic fever. Cefpodoxime
proxetil is generally effective in the eradication of streptococci from the
oropharynx. However, data establishing the efficacy of cefpodoxime proxetil
for the prophylaxis of subsequent rheumatic fever are not available.

Community-acquired pneumonia caused by S. pneumoniae or H. Influenzae
(including beta-lactamaseproducing strains).

Acute bacterial exacerbation of chronic bronchitis caused by S. pneumoniae,
H. influenzae (non-beta-lactamase-producing strains only), or M. catarrhalis.
Data are insufficient at this time to establish efficacy in patients with acute
bacterial exacerbations of chronic bronchitis caused by beta-lactamase-
producing strains of H. influenzae.

Acute, uncomplicated urethral and cervical gonorrhea caused by Neisseria
gonorrhoeae (including penicillinase-producing strains).

Acute, uncomplicated ano-rectal infections in women due to Neisseria
gonorrhoeae (including penicillinase-producing strains).
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NOTE: The efficacy of cefpodoxime in treating male patients with rectal
infections caused by N. gonorrhoeae has not been established. Data do not
support the use of cefpodoxime proxetil in the treatment of pharyngeal
infections due to N. gonorrhoeae in men or women.

Uncomplicated skin and skin structure infections caused by Staphylococcus
aureus (including penicillinase-producing strains) or Streptococcus pyogenes.
Abscesses should be surgically drained as clinically indicated.

NOTE: In clinical trials, successful treatment of uncomplicated skin and skin
structure infections was dose-related. The effective therapeutic dose for skin
infections was higher than those used in other recommended indications. (See
DOSAGE AND ADMINISTRATION.)

Acute maxillary sinusitis caused by Haemophilus influenzae (including
beta-lactamase-producing strains), Streptococcus pneumoniae, and Moraxella
catarrhalis.

Uncomplicated urinary tract infections (cystitis) caused by Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis, or Staphylococcus saprophyticus.

NOTE: In considering the use of cefpodoxime proxetil in the treatment of
cystitis, cefpodoxime proxetil’s lower bacterial eradication rates should be
weighed against the increased eradication rates and different safety profiles
of some other classes of approved agents. (See CLINICAL STUDIES section.)

Appropriate specimens for bacteriological examination should be obtained in
order to isolate and identify causative organisms and to determine their
susceptibility to cefpodoxime. Therapy may be instituted while awaiting the
results of these studies. Once these results become available, antimicrobial
therapy should be adjusted accordingly.

To reduce the development of drug-resistant bacteria and maintain the
effectiveness of cefpodoxime proxetil and other antibacterial drugs,
cefpodoxime proxetil should be used only to treat or prevent infections that
are proven or strongly suspected to be caused by susceptible bacteria. When
culture and susceptibility information are available, they should be
considered in selecting or modifying antibacterial therapy. In the absence of
such data, local epidemiology and susceptibility patterns may contribute to
the empiric selection of therapy.

DOSAGE AND ADMINISTRATION
(See INDICATIONS AND USAGE for indicated pathogens.)

Cefpodoxime proxetil for oral suspension, may be given without regard to
food. The recommended dosages, durations of treatment, and applicable
patient population are as described in the following chart:




Adults and Adolescents (age 12 years and older):

Type of Infection Total Dose Frequency Duration
Daily Dose
Pharyngitis and/or tonsillitis 200mg | 100mg Q 12 hours | 5 to 10 days
Acute community-acquired pneumonia | 400mg |[200mg Q 12 hours| 14 days
Uncomplicated gonorrhea (men and 200mg single dose
women) and rectal gonococcal
infections (women)
Skin and skin structure 800mg |400mg Q 12 hours| 7 to 14 days
Acute maxillary sinusitis 400mg |200mg Q 12 hours| 10 days
Uncomplicated urinary tract infection 200mg |100mg Q 12 hours 7 days
Infants and Pediatric Patients (age 2 months through 12 years):
Type of Infection Total Daily Dose Dose Frequency Duration
Acute otitis media 10 mg/kg/day 5mgkgQ12h 5 days
(Max 400 mg/day) (Max 200 mg/dose)
Pharyngitis and/or 10 mg/kg/day 5 mg/kg/dose Q 12 h |5 to 10 days
tonsillitis (Max 200 mg/day) | (Max 100 mg/dose)
Acute maxillary sinusitis 10 mg/kg/day 5 mg/kg Q 12 hours 10 days
(Max 400 mg/day) | (Max 200 mg/dose)

Patients with Renal Dysfunction:

For patients with severe renal impairment (<30 mL/min creatinine
clearance), the dosing intervals should be increased to Q 24 hours. In patients
maintained on hemodialysis, the dose frequency should be 3 times/week after
hemodialysis.

When only the serum creatinine level is available, the following formula
(based on sex, weight, and age of the patient) may be used to estimate
creatinine clearance (mL/min). For this estimate to be valid, the serum
creatinine level should represent a steady state of renal function.

Males: Weight (kg) x (140 - age)
(mL/min) 72 X serum creatinine (mg/100 mL)
Females:

(mL/min) 0.85 X above value

Patients with Cirrhosis:

Cefpodoxime pharmacokinetics in cirrhotic patients (with or without ascites)
are similar to those in healthy subjects. Dose adjustment is not necessary in
this population.

Directions for use:

Before reconstitution, remove the desiccant capsule by pulling out two small
rings, then discard.
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Preparation of Suspension:

Constitution Directions for Oral Suspension

Constituted Final Directions
Volume Concentrations
50 mL 50 mg per 5 mL. | Suspend in a total of 31 mL of distilled water.

Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

100 mL 50 mg per 5 mL | Suspend in a total of 57 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

50 mL 100 mg per 5 mL | Suspend in a total of 30 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

100 mL 100 mg per 5 mL | Suspend in a total of 57 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

After mixing, the suspension should be stored in a refrigerator, 2° to 8°C(36°
to 46°F). Shake well before using. Keep container tightly closed. The mixture
may be used for 14 days. Discard unused portion after 14 days.
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ek, AR, RE, ERZEICG U CGE T 52, BIE IR+ & B DERNICIE, 18 4.5mg (1)
fli) /kg %2 1 H 3 [EREAKEES 2,

<RZE- REICEET SEALOIE>

1. BEOEEEDDH D HEE|

i, BEE - RERBOEYLHRE 2350 SERICRE T2 ((HEERES)

KON THpEhte ] OIES) |
2. RARNOFERIZHT=»>Tid, FHIE U TRZMHZMER L, EROBREENERR/NNROBBO®REIZE ED D
Z, [MMHEOBBEELZ, ]

2. BB HEERIRIFR

VEURICREY SiBSMERSR (FDA 7740)

g 5% FHOBME
FDA:Pregnancy Category | B 1.Animal reproduction studies have failed
(CEFPODOXIME to demonstrate a risk to the fetus and

. there are no adequate and
PROXETIL:cefpodoxime well-controlled studies in pregnant
proxetil granule, for suspension, women

NorthStar Rx LLC, 2018 4£ 10 A) | 2.Animal reproduction studies have
shown an adverse effect (other than
decrease in fertility), but adequate and
well-controlled studies in pregnant
women have failed to demonstrate a
risk to the fetus during the first
trimester of pregnancy (and there is no

evidence of a risk in later trimesters)

VNG, MR, REEFICEY HEE

cefpodoxime proxetil
granule, for suspension,
NorthStar Rx LLC, 2018
10 H)

aaliil FLEN A

KE DA S PRECAUTIONS
(CEFPODOXIME

PROXETIL- Pregnancy

Teratogenic Effects:

Cefpodoxime proxetil was neither teratogenic nor embryocidal when
administered to rats during organogenesis at doses up to 100 mg/kg/day (2
times the human dose based on mg/m?) or to rabbits at doses up to 30
mg/kg/day (1 to 2 times the human dose based on mg/m?2).

There are, however, no adequate and well-controlled studies of cefpodoxime
proxetil use in pregnant women. Because animal reproduction studies are
not always predictive of human response, this drug should be used during
pregnancy only if clearly needed.

Labor and Delivery:

Cefpodoxime proxetil has not been studied for use during labor and delivery.

Treatment should only be given if clearly needed.
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Nursing Mothers:

Cefpodoxime is excreted in human milk. In a study of 3 lactating women,
levels of cefpodoxime in human milk were 0%, 2% and 6% of concomitant
serum levels at 4 hours following a 200 mg oral dose of cefpodoxime proxetil.
At 6 hours post-dosing, levels were 0%, 9% and 16% of concomitant serum
levels. Because of the potential for serious reactions in nursing infants, a
decision should be made whether to discontinue nursing or to discontinue the
drug, taking into account the importance of the drug to the mother.

¥ AFICBT DAFOMER EOEEIZIE, Eim. E. RAmEFE~ORGICET 2RI,

INRFICEE Y HECE

cefpodoxime proxetil
granule, for suspension,
NorthStar Rx LL.C, 2018
£10 A)

H FLHANE
KE DT S PRECAUTIONS
(CEFPODOXIME
PROXETIL- Pediatric Use:

Safety and efficacy in infants less than 2 months of age have not been
established.

AIRNZ BT AR O EOER VNEE~OFRE | OEOFEHIZLLTO LB TH D,

(EALDFE] NEFADIRS)
FAEWR, IRHARERISGT D2 eI LTz,
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Z DD EE

1. NFUFZ1420vT5%0 1 AREERR%

(A% - AE])

EHE . NI LTIE, B 7R RS L FuXkeFrl LC1IE 3mg (Jiffi) /kg & 1 H 2~3 B, R
WL CRAKRET 5,

¥, M, RE, EREIDG UCEEET 225, BEIESUINR A4 & b 25EFI2IE, 1[E 4.5mg (J)
i) /kg % 1 A 3EEAHRLGT 5,

NFUFES42avy75%N 1 BEEERRR

NFURIA4my T 5% 1 Akh&E
- W A& TEAE
(kg) [3mg () /kg/[El*] [4.5mg (JJfl) /kg/El*]
2 [Bl/H 3 [El/A 3 [El/A
AL H& AL & JAii &
4 24mg (F1h) 0.48¢g 36mg (FI1ff) 0.72g 54mg (F71f) 1.08g
6 36 0.72 54 1.08 81 1.62
8 48 0.96 72 1.44 108 2.16
10 60 1.20 90 1.80 135 2.70
12 72 1.44 108 2.16 162 3.24
14 84 1.68 126 2.52 189 3.78
16 96 1.92 144 2.88 216 4.32
18 108 2.16 162 3.24 243 4.86
20 120 2.40 180 3.60 270 5.40
22 132 2.64 198 3.96 297 5.94
24 144 2.88 — — 324 6.48
26 156 3.12 - — 351 7.02
28 168 3.36 — — 378 7.56
30 180 3.60 - - - —
32 192 3.84 — — — —

%t EBTIRRFXFUL TurkFLb LT

B, NP UBE 100mg OAFE [E7 R ¥ A FudtwF e LGRE DS
£ 200mg (Jfl) /H. FIEXIIZNRA+2 L EbILS%H 400mg (J)fi) /H] %
B WE D THEELTEZN,
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2. BEEHBRAIR

B & DB & ELiRER

(1) BREH
NPV RITAvuyT 5% 2g (B7HRRKFv A FrXtF /L 100mg i) (&xt LT, BERESZZNTE
ABLE L, 25 CHISHTEE T5% D4l T CIRAERIFRER A F2li L7z, BIEBRIZZ 7 RV F L7 Ix
— ME (2=3) 12X 2080 &OFESEEHOFREAIA YD OEEETITo 7,
BN UIRAE%, 1, 8, 7. 10, RON14 BHEE L, THE & UTABIEL (BFH., ek ROk 7RK
XL Xt FLOEEEAATE L,

(2)RERFER
Oyl e VU IR B O T, 2T OIS THMEL BT S Z(LIEER® Do 7203, /3 Eldh T,
T RINAES, AT 2 EBRSERE ORLE T, AFIHROAMIZ N, FITREIEDOIK T, ERib5%E
NEZINT,
BERICOWTIE, b~ 23U h RBKFZEST M) UL EXZ ATV UHEDEE TIIHEMT 14 HBIZE
BEORTHRRD NN, EOMOIEHL L OEAIZEWNTUINTNORE T THIZILETH o7,

B)FLH
KA LA DOIER DR A OREITIL, ZREOIRNEAM OB H 5 WIIBHBMEDO R WEREE 35 2 & A
ThdeEBZbNTZ, Fio, BREMEOEA, Hl 2 IXHBALENS 2B HE B L OBRLEITKSS & OLAFIT
LIV ERKRTABOONTLOTEELZET H0, WTIUIE LWBEERG T2 2 & TxTcx 5 &b
776

(FEPNEEL
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EfsElE DBEEEEILEAERR (25°C HXHEE 75%) (RO FEAA TR G RBRFERRF O © D)

EAEH Es SEREIN/E Nag
(BR&® AFl2gcxd58) | ®E | 1HE | 3BEE | 7HE |10HEB |14HEB| 1HE | 3HE | 7HE |10BE | 1488

&5 — — - — — - — — + +
NFURSARYTEE — _ _ _ _ _ + + + + +
(2.0g) -

EE(%) 99.2 100.8 97.8 94.4
RILRU B BN - - - - - + + + + +
(1.5¢) EE(%) 100.4 100.7 97.2 96.0
fEEL, SR X — — - — — - — — — _
FAEYY et - — — — — + + + + +
(1.5¢) EE(%) 99.3 101.4 96.1 93.2
FASYURS yOyF (mBE | - | - | - | - | — | £ | £ | £ | + | +
(2.0¢) BE(%) 96.7 99.6 96.4 95.9
JUBATAVER 1% B#H - - - - — - - - - —
(100fE&0) ENE — — — — — =+ =+ =+ =+ =+
(2.09) EE(%) 101.7 1015 100.1 95.0
MERSIF =5 - - - - - - - - - -
ARS— )L Ek Bt L3 - — — — _ T " 5 n
(0.1g) EE(%) 102.3 102.3 100.7 972
R)TOFURRN% =2 — — — — — — — © © S

Bt L3 — — - - — + + + + +
(0.4g) -

EE(%) 102.3 102.9 100.2 96.6
EEN-- | - | - | | | | & 66
STRA—E et - - - - - + + =+ + +
(0.5¢) EE(%) 104.3 102.7 101.7 975
I E SN wmE | — - - - - + + * * +
(0.7¢) EE(%) 102.3 102.3 97.4 86.3

&5 - — - — — - — — - —
REKRTPITL  Tome | — | — | = | = | — | = | = | = | = | +
(2.5g) -

EE(%) 104.0 101.8 96.5 86.5
S-MEg et - - - - - + + =+ + +
(1.3g) EE(%) 100.0 100.0 98.7 93.6
] :nottested [@B3] — : &<EiLAL., (Rl — &< EfkEL, [&8)] BAAEE 100 £L71=-%

+  ERISEBDOTHEELSDY., + . RBET. ©OEREL. [ ]osuit

+  BELMICBEEILSDY. +  REMIET. B, [] 90~05

O : HMabHY +H o R—Z R, [ EYS
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ERE & DBEEEZEIEAER (25°C HXHEE 75%)

(Bl & A4 13RS AR FERERF D b D)

B A EH e NARIIN HEg
(Ra® Afl2ecnd28) | ®E | 1RE | 3HE | 7HE |10BE |14BE | 1HE | 3BE | 7HE |108E |148H
SHAETE RS A A -1 -1 -1-1-1-1-1-1-1-
774 3SP mme | — | — | — | — | - | = | = | = [ = | +
(0.5g)
E=(%) 99.9 99.3 96.7 95.6
FRYILEY AENTE - - - - — - - — - -
(0.5g) E2(%) 102.7 101.7 103.9 101.1
‘ = - - - - - - - - - -
EA23> TEIE - - - — — + + + + +
(2.0g)
E=(%) 100.2 100.0 994 97.6
N EEE] - B _ - — — - — — -
EX27z)LIY —_— — _ — — — — — — — —
(3.0g) =
E=(%) 99.6 99.3 98.4 97.8
EAASUE mEE - - - - - + + + + +
(1.0g) E2(%) 99.4 98.7 934 84.6
4R FPLEBH Bt - - - - - - + + = +
(3.0g) E2(%) 97.8 994 93.8 93.0
HIESRE AR R AER ER - - - - - — - - - —
T RS BN - - - - — - + + + +
(0.75g) E2(%) 100.8 95.1 97.5 94.2
] :nottested [@3H] — : &<EiLAL., GrREpM] — : £<EkkL, (& 8] BAREEE 100 ELT=%
+  EISERDOTHBELSDY., + - RBEET. ©OEREL. [ ]ospit
+ . BLACBREEISHY. + . RBET. Bk, [ ] 90~95
O : BaHY +H o R—Z R, [ EES
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BHE & DEREELHER

(1) BREH
W)U RITAvmry 7 5% 2g (E7AKR K¥ v A 7ufxEF/L0 100mg /i) % 3.3mL O/KEK T S 72
W (% 4mL) (23t LC, FERFBIOR LK » ey 7AIO 1 HAELZEA Lz, BAH%IZ5C, 25 CITHE
L7,
BIERE IR A ER, 3, 7. 10 XWN14 BHE L, HA & LTOMIZ (AR, BosdE) | pH, E7&RF
XU b TaxkFLoGaEEZNE L,

()i BRfER
5C. 25°CHATFE FC pH, #MELE bICKE ARZIEEED bR oTz, LrL, "x hYrimy 7 7 AN
VyrvayZ (FREIH] 28T ROAVarvay 7 LORAIZEW TREBRL T ORE, FilE, 5BES.,
Flo, TAXRY vomry 7 LORGT25C, 7THHI P epBlE s,

B)FLH
KEI LMD vy THEDOBRLAIZ X VML LD BRSNS, BWRE O TH—Rolik L 70 %
oA ERICREIZ e EZbND, LML, BEICALEGXRVWE I HONCDARRE 5 DR
RTHMNENRSH L EBbs, GRICOVWTIIEE A EZLITRD bR o T2,

(fENEE
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=

BHIE DEEEAHER (B EHA4 TR GBI O b D)
IARAE L, 2 BEBICHER T S0, )

(RNFURIAvmy 7 b%I%, MREIRIC TR TmET

N BEE | 5°C 25°C
REERH ?-?ﬁi’%g[i? AR E#% | 3HB | 7HH |10HEB |14BB | E#% | 3HE | 7HEB |(10HE |14HE
pH 475 | 483 | 481 | 477 | 484 | 475 | 483 | 475 | 473 | 483
INFURSA VAN ) BiE by 4 @) @) @) ¥ B O O O
vavJ Bk
(KB %) BoEE| — 4 4 14 14 - 4 10 8 8
E8(%) | 1000 — 98.3 - 99.1 | 100.0 — | 1000 | — 100.1
pH 431 | 430 | 434 | 428 | 441 | 431 | 429 | 426 | 430 | 442
s HMER BA O @) @) @) Ba @) @) @) O
oge| — | - | - | - — — — - - —
Roa—)L SE%) | — — — — — — — — — —
= pH 466 | 468 | 473 | 468 | 478 | 466 | 467 | 469 | 464 | 475
e |9 % by 2 @) @) @) el s @) @) O
somL |BOEE| — 10 10 17 13 - 10 10 10 9
A8(%) | 1000 - 98.9 - 101.3 | 100.0 - 98.2 - 102.8
pH 365 | 376 | 373 | 370 | 376 | 365 | 374 | 366 | 368 | 3.77
- SR BRR O O O O BE O O O O
o] - | - | - | - | -1 -1 -1-1-1 -
RARYY BB | — — - - - - - - - -
=Opi pH 426 | 428 | 433 | 429 | 436 | 426 | 434 | 425 | 422 | 435
e |98 BB (B0 LR @) O b I b2 Y M 4 @) O
s50mL | BARUE - 4 4 7 8 - 2 6 5 5
E8(%) | 1000 - 103.5 - 102.8 | 100.0 - 102.0 - 103.7
pH 479 | 485 | 484 | 479 | 483 | 479 | 486 | 479 | 478 | 485
- SV %A O O O O A O O O O
BoEH - - - - - - - - - —
TFAXRY E2(%) — — — — — — — — — —
=D pH 476 | 480 | 481 | 478 | 488 | 476 | 478 | 475 | 473 | 480
e |9 BE |(BEom O O O BE 3o O TILE O
somL | BB | X xx | oxx 8 8 X x| owex — —
E8(%) | 1000 — 100.7 - 98.1 | 100.0 - 935 - 97.9
pH 473 | 481 | 477 | 473 | 480 | 473 | 478 | 470 | 471 | 478
s HMER BA @) @) @) @) Ba @) @) @) O
. BoE - - - — — — — — — —
T AN Y
: S8 | — — — — — — — — — —
e pH 476 | 482 | 483 | 478 | 487 | 476 | 480 | 476 | 472 | 482
A e |0 A [BEas| O | BB | O | & |3wom suk| O | O
20mL | BAEUE X MK MK — — X XX — — -
A8(%) | 1000 - 102.2 - 102.4 | 100.0 - 94.7 - 925
(510 : sTokEEICkLT  [Eotd] ONoHF  BHE8T 5 E TITREREEES ‘é‘%:D 95 Lk
£ — . (BB, BR. YLIb) BABMREEBRESSoTULAL, || 90~95
— : not tested ¥ BIAIbK XX BASEREIORYIRLTEBIBAE., BOMREITHE . 90 Rii



)

RENEDEREEILHAE (BLAEAL TR ARBREMRFO L D) (N Fr RIAvm 7 5%IE, BRI % TR P
CHRAE L. 2 MBI F S 0,)

N BEE | 5°C 25°C
REaRA ?-?ﬁi’%g[i? HRRE Ef% | 3BE | 7HE |10HB |14BE | H% | 3HB | 7HE |10BE |14HA
pH 398 | 407 3.91 397 | 398 | 398 | 401 394 | 385 | 3.98
s 518 B (@) @) @) @) B @) @) @) @)
BoEgE| — - - - - - - - - —
Aoay E=2(%) - — - - - - - - - -
LAy pH 467 | 476 | 475 | 469 | 478 | 467 | 478 | 471 466 | 476
e |9 BE |3Eor O P4 @) BE 3o O ERE O
somL |BEOEME| — 16 8 11 14 — 10 6 5 10
&8(%) | 1000 — 99.2 — 975 | 1000 — 94.3 — 92.7
pH 3.77 3.61 367 | 353 | 397 | 377 | 356 | 367 | 373 | 398
ek 5148 B @) (@) (@) (@) B O O O @)
BoiE| — - — — — — — — — —
RYF7OF E=(%) — - — — — — — _ _ _
savs pH 473 | 478 | 479 | 476 | 487 | 473 | 477 | 474 | 473 | 484
e |9 % =4 @) O O Bia IBE @) O O
10.0mL | BEUE - 15 15 4 6 — 7 7 4 6
Z8(%) | 100.0 - 101.0 — 985 | 100.0 — 93.0 — 91.3
pH 243 | 251 247 | 245 | 255 | 243 | 256 | 256 | 244 | 255
B 518 by @) @) @) @) B O @) @) @)
BowE| — — — — — — — — - —
T RS EE(%) — — — - — — — — — —
Ly pH 423 | 427 | 428 | 431 434 | 423 | 425 | 424 | 422 | 432
Be |9 %iE 2 O @) @) bl Py @) @) O
100mL | BOERME| — 7 7 5 3 - 10 5 3 6
Z8(%) | 1000 — 101.3 - 982 | 1000 — 98.2 - 938
(H810 : gToREICHLT  [Bot] ORoxs BH8T 5 CIooEREEEE ﬁ%:D 95 Lk
el — . (BB, BR. 7L BARMRBREFE-TLAL, [ ] 90~05
— : not tested X EMbR XX BAIEEOBRYELTRESRFT. BLEESTHE [ BES
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