2023 - 3 HELGET (55 15 hiv) H AAEHER 0 J 8% 5 - 876132

EELAAEA—T+—LA

H AL AR 2 O TF FLiZH 2013 (2 HEIL L TR

BEHEKRORY 7 2 4 2 WA E 8 F|
pagERs LTI 7 LFY /ESEN
wzens £ 7 7 LFEY VEERI500mg[JG]

FlliE SERLA
RGO B XS5 UGREIRS 1) EE-EMEFEOLGTEICLVENT L

g HRF ®77L%3 2 500mg (Hffh) 2&4
B - a5 (Eﬁiﬁﬁ%ﬁ%ﬁ : 150mg  (JJfifh)
NG TATERER: © 350mg (1)

o

i 1P i G VS
* 4 ¢ Cefalexin

TSR AGRAEH B - 20144E2 H 3 A
(RFZEAEHLIZL D)

AL MEIEAEH B - 2014456 H 20 H
(RFZEAEHLIZL D)

FFEAEH R 1988429 H 1 H

PRYE - BERTE () - WRIETE : AARY = U v 7 Bttt
e - e A FUERTE T - AR Rk A S

BUER e AGRAF A H
S AL YRR - JE T A H

[ A AR 2 o DA 5

AR =3 v 7S BESETHRE
TEL 0120-893-170 FAX 0120-893-172
PR A AT AR — A=

https://medical.nihon-generic.co.jp/medical/

A IF [X2020 F£ 10 ARET ORI XEDEHICEDETHET L=,
RO RIXEFERIE, PMDA R—LR—UIEERIZET S1EHR]
https://www.pmda.go.jp/safety/info-services/drugs/0001.html [Z T ZHER S 12 & LY,

WA HEE D




IF FBDFSIZDOME —srrmmsme—

1. BEERA VA 1— T+ —LIERORE

9 FH R S D FEAR M 2 B IE ) & L C IR R SR L IRAT S0 (DL, WA S0 L
TINS5, BB CEERR « FEHIANE O EBEIEEE D B & EB M E R B O IE
G235 3 2 BUICIE, IRAT SCEIC R E S U2 R & AT B SRR R S s
VRGN H D,

PEEEL ClE, Y% E 3L 1T DU CHRUSEAR 32 oD [ 3EAE A0 Y 3 F IS F R OB INEE K
REREE LT ZMTE L TR L TE TV 5, 2 ORI ERIER A BRI AT
THEODERY A RELTA LV EE 2a—T 4 —LNHE4 L,

BRFN 63 12 H AJRBEIEAIAI S (LLF, HIREK & IE3) 255 2 /NEE SN TEH T A
VA Ea—T4 =L (LU, IF EBET) OALE T ONT IF Sl a R E Liz, =
D, FEFRGEFEF [T I NS B BT EIR G = — X OB (L& Z 1) T, FRK 10 4F 9
A BIREEFME 3 /NEESIZB W T IF s EEHOWET M T,

B2 10 E0N RS L, ERGEROAID FTH LIRS E VT TH D ERAE D
HRANAR, BT L » CTHF - ERBEIIRE B LIZZ £ 2% T, k20429 A
I B ERIEREB STV T IF GE#EEEE 2008 NEE ST,

IF Fo#Z5H 2008 T, IF ZREHADOM - & L CHRitd 25X 6, PDF %0E
W7 — 2 & LTS 2 2 & (e IF) BNFAI L 22 o 72, ZOEFITHbE T, IRAS3CGE
IZRBWTIRhAE « bR oM, M5 « 225 - EEALARNEREOKRET 172 EDOSETN
H o T2 AN, WET ORI T — % 2B LT 5 FThi D e IF BNtk Ins 2 & &7 o 7=,

B H L D eIF (X, PMDA K — A X — DI EEKGIZE T 5% #H J (http//
www.pmda.go.jp/safety/info-services/drugs/0001.html) 7* 5 —H5 L TAT-HRE L 72 o
TW5, HAFRPEEAIRTS TlE, e IF Z##i9 % PMDA R —AX—U 03N A T
HD T EITELE LT, S IEMENEIC HoE T e IF DI Z a1 2k 2% E L T,
il 2 @ IF DIRMASCEE e T I AE®R & U GEHlNEE - REtTo2 & & L,

2008 E L VAEAEDA v A 2a—T 3 — LRt LT CTHHL CE %
T % PRl L, SR ZEIC & o T, [Ehl - AR IZ L - TH, 20O B W IFRIE &
THIEEERT, I THM, IF L EEO 5G] 2170 IF FraiZE6H 2013 & L
TRAERTHENRE o7,

2. IF &%

IF 1 X TR SCESE O H 2 Mie U, AR E O EREFEHICE > THEES ICKE
7o, RIS OWEE O D DOIER, T HEL O 7D OIEH, KD 7 D DI, 3K b,
DO IESEFH D 723 DIF R, TR 7R G 7 7 D72 DIFRE N ER SN A R 728
BIDOESE L fRE L LT, HRSEN R Z R E L, SRR O 7= DI YL E S D
S8~ VR e O L 2488 L T B2 I B LB B s,

7277 L, Rk - SRR S TR D D b o, BRI ) 2 NS 5 b
DR OFEAIRT B & 2550 « HIWr - BT _REFEEIIF OFRHEFHERL TR 520, F
WAz 2 &, BRI AE S 72 TF 1, ARG B S 253740 - Il - B EST5
LIS, MERMEETOILOE VIR ERF>Z L &L LTWV5D,

[IF D%k ]

OBKIT A4 R AEEX & L, HAIE LTIORA > MU EORR(MFILRL) Til#l
L, Rl & 32,7272 U, s SCETHRE - ReEe AViGE12iE, & AT
TINIZHES D ET 5,

OIF Gl EEIC S EER L, KTEEA LT v 7R CTRi#iT %,

Q@FMOFLHENTHE — L, BKITHT THFIEIER O NTF FIHO F5| & O E | D45
P THbDOEL, 2HICEL DD,
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OIF FFEAI & U CRUAI O B 5B (N A, S SARAD BRSNS,

QIF 2508 T 2 B K OEAIE HIRZEDRE L7z IF SLdi I R T 5,

ORI LEBONBEZMTZETHEDIF OEFITH » THRERFERILHIND,

ORI OMESZICBET 2 b 0, BREREEORAFNE 11 &2 B3 2 b O K OFEA
i 13 U O EBEMEEE A ORI « HWT - 2 R FHIC O W TS s
/AN

OINEISNA > ¥ B a—7 4+ — AFLHEEE 2013 (BAF, [TF Fdk 266 2013 & #&7)
2 X DB S N7z IF 1T, B AR CoRAt 2 AR L U, MEITG U AN E
TR (PDF) 2> HEIRI L CEA T 2, 3 CORAITMIA TIER U,

[IF D 31T]

DITF Fr#iZ6E 20131, Fhk 25 45 10 H LABRICAGRE S - BiEE O HA & 725,
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WO IE DPERE DN 72 SH, iLifli T RENBRKE L Lo AT IF 28
WETEh 5,
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RXTh b,

4. FAICELTOBES
IF Z 3EHFIATSE D HF EBICB VTR T Z E R TERWERLERF S L TERL
THX7ZW, L L, BEECEEREAERL Yo —2 g v a— REIZX 2 HHIC X
D, BURS SN ERGER E LR TE 2®BIZA T ERAR S S, IF 1T HFHK
OFHEEEZ 2 T, YRS OREBERENER - fkT2 b 0ThH D Z b, it
o RBUIHREZZIT S5 285002 L2 L TR b,
FREEEET, IF RS ETHIRMNCELMZET DIHEREM THY, 4 ¥ —F
v hTCONBEL B E 2, HEE EORERHNICEA L X 5 FE LIER ST
HZ R CIERETEH T A2LERD D,
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I BMEICEAT HIER

1. ARORRE
KENE, €7 7 VX U EANRG LT AHFRHRMER O AT 7 = ARFUAEYE R
HTh b,
FA w B USSR R R SR, & U CRIR 2 4l L, 3565 698 5 (W3 Fn 55
5 A 30 H)ITEED T BUE L ORBRITIE %3 E, EMERER, W m RS
BRAFEM L, 1987411 Hlck 77 Ly 7 A Rk L L TREA2ET, 1988
H9 HREBIZE ST,
= Dk, BUEFA 2D EE Rl OFE E 2 52 Rl R &5 217 o 72 k5 5, 2004 45 9
A 80 HAHZ CHRGRIEFHDO —# 2 2 31 UTHEFIEE 14 &5 2 1A 5 GRRE
BHEE)OWTICHLEE Lo L L THIHMERERENARI N,
728, 20142 HITE 7 7 X2 U8R 500mg [JG)~IEA 2 A LT,

2. EEDBERFEN - REFHE

(1) AFNL, FifetE At 7 = L850 ERFITHY, 1 H 2 EHERE TR
ARG D,

(2) RA&NL, BIEME & RO 2 R OER il & L - FigiE Al b 5,

(3) AAN AL RAE TR A5 O BINE A BUSEHEE 23 B & 72 HFRA 2 S0 L Tuh7g
W 7ok, BRZREWEME LT, va v 2, 7F 7 4 7% v —, QERREE,
i P I, {2 I KR 2%, R B MR 2R R 8 5T it iR JiE (Toxic Epidermal
Necrolysis : TEN), 5 J&FEEARE B2#E (Stevens—Johnson SEERE) , [AE M
fiti%e, PIEJEMEREN S LoD Z ENRH 5, (VLS. (2) EARZFEIEH &)
HPER) DS



I.&#ICEA9 HIER

1. R34

(1) 04 -
77 L&y U8R 500mg [JG

(2) *4 :
CEFALEXIN Granules 500mg “JG”

(3) BFRDHEE :
—fix4 AR+ E e+ 1G]

2. — g4

(1) 1% (@ H%) -
77 L% (JAN)

(2) F8 (WAK) -
Cefalexin (JAN, INN)

(3) AT L
77 u ART UWEFHERRIUEWE : cef-

3. BEXANTRHER

57 CH,N,0,S
51 347.39

5. {bZ4 (L)
(BR , 7R )-7-[(2R )-2-Amino-2-phenylacetylamino] -3-methyl-8-oxo-5-
thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylic acid (IUPAC)



6. IERA%, 4%, KBS iE5ES
%5 : CEX

7. CAS &83%&S
15686-71-2



. A3 I 5EE

1. MELEZHMTE

(1) 581 - 1K -
H A~ E H B ORER SUIRE R EDO MR TH 5,

(2) /BfRME -
AKIZRORIETIT L K, A X 7 —iZiETFIz< <, =% 7 — 1 (95) i N,
N-UAFNVHRIVAT I RIZIEE A ERT R0,

(3) RIB1E
AR T 5,

(4) bR (iR, i, BEE R
mMER L

(5) BtE MR -
AR L

(6) HERFRH -
MR L

(7) Z DD E 4 RIESE
FEHEE (@) B + 144 ~+ 158" (Bi/AKMIZHR L7 b D 0.125g, K,
25mL, 100mm)

2. BRHMAHOEEEHTISH T BREM
BB L

3. BMAES DHERRERE
HRItE7 7 ¥ v OMGERERICE D,
(1) &4 mT AR BE I B VA
(2) RN AT S OVREE (RAED U D AEERIE)
(3) R R ING A~ MV RIEE

4. BRSO DEE;
HREMtEZ77 X3 OEEEICE S,
Wik a~ 757 4 —



IV. &IIZB§d HIEH

1. Flfz

2. HH O

(1) FIFe DX A, 588 B UMK -
FIE « PEIR © T 9 FTWIEWEWEADOFERL T, bR R IZB VLA
»H5b,

(2) WHI DML -
AR L

Q) EAI—F -
JG J28

(4)pH, ZBELL, #E LLE EEOERUREN pH % -
BAROANA

(1) BYRD GEERD) DEE
g HR ®77 L% 500mg (Off) &H
( Bk - 150mg (1)
PR MERERL © 350mg  (F74ifh)

(2) &4 -
ryEna T U U BERAE E ey oLkl o—2, hL
AR—=AHNT T L D-~vr= b=V, BREEKT A, KK, 7

AN AL —AF NI L AKX ABaR)~v—1L, ~v71ad—)b
6000, ¥ V7, &K by A 3, a5 5

(3) Z DAt -
RN

3. BAEA A DLSHMEICHT HFEE

BH, Va2 —AFIBB LEEERE L R2WEICEET D 2 L,



 BFOEREEHTICBTARER

R 2 e vERlR v

IR (RIRRAE, 2 4F) OFEER, SMBLL OV B IR OREN TH Y,
FIRRAAZ T D 2 FHOLEVED RS ST,

RAFIERE AERIE H Bl 24
PR it A
TR AR ey A
B R AR WA A
iaaes | 3097 31.4% 33.1%
R 45 57 93.3% 100.1%
K5y WA A

CRAELER VBEBEOREM
BN

eFl & DEEEEE (MEIEFHIEIL)

B L
R
(1) FHELRS

AARBHERLEAS 77 V3V U EAERIAERBIGER T 5,
AERE - B R HERBRE (O8N Fvik)
& fF:[EHEE 50rpm
B pH1.2
At H 30470 25~ 35%

ABRE B R aERE (O8N RE)
& M [BlE% 50rpm

ARk pH6.8
fE R 450 75%LLE




(2) MBI R 33 1 2 I BBk 5L 2
[ R O AR SRR T A N4 0GP 1345 A 31 HIE
FERFEE 786 ) JITHE, FEVERIA & DY H 288 D [R5 M 2 ) E L 746
3R, WA OEHZEENIXR%E CTH - 72,

BRiE X RVIE
BRI/ Bl dE L DOpH1.2/50rpm
©@pH4.0/50rpm

@pH6.8/50rpm

@7K/50rpm

[l S ]

D@ : FFEHERIF NHLE S 7o REBRIFRZ 31T 5 LR R D 1/2 O
HER 2 7R 973 2 70 e, R OVHE S 7= 3 BRI R L2 ) ¢, 5B Al
O L5 HH 2R A E AN DR R Ea% OFPHICH 5, a ld, &
HISRM 50% LA EOBAIZIET15), 50% R OLAICIXI81 & 45, X
1%, 2 B OMEITEH D 50% L0 EOSE1Z1E 50 LLE,  50% A
DAL B LA ETH D,

@ : FEYERIA| O IR H R DY 40% K Y 85% T D3 2 72 2 B AIZH W

T, aRER I 0D - 24 R AR YRR O S B =R £ 15 % O FHIC &
L, XIE 2 AEOEIX 45 UL ETH D,

DOpH1.2, 50rpm

120
| —o— B A
--e - ] (EORIA], 500mg (J) i)
80
%
E 60 |
=
(%)
40

0 60 120 180 240 300 360

FF [ (min)



©@pH4.0, 50rpm

120
100 —0— 34 B L)
me-e--- EHERA (FRKIA], 500mg (JIili))
... 18O P
Vi
%‘ 60
i
(%)
40 +
20
O L 1 !
0 60 120 180 240 300 360
FEF [ (min)
®pH6.8, 50rpm
120
100 f [ %
PR —n
... 18O P
Vi
%‘ 60
28
(%)
40 +
—D— 3t B B A
20 ---e--- fEuEBI] (FERIF], 500mg (1))
0 L L !
0 30 60 90
FEF [ (min)
@7K, 50rpm
120
100 —D0— 5 A
m--e--- pEyERIE (FERLA], 500mg (F71H))
80
?’g
‘j; 60
=
(%)

60 120 180 240 300 360

i (min)




8. EMFRIHARRE
L LR

9. WA|IFDHNMS DHERHERE
HEItE 77 Ly AR OMERRERIC L 5,
SEAN AT BE I E A

10. WA DEMES DEE
ARt 7 7 Ld AAEEER OERIEIZL D,
(1) &/l ok
Wik a~ N797 4—
(2) BIEMERERL O )R
WBikrsa~ 777 44—

11. Sl
KEIO I, 7 7 ¥ (C,HN,0,8 : 347.39) & L T 2B & (J11fh)
"Gﬂi\“@_‘o

12 BAT B THALD 5 555D
R L

13 EBARELGRE - NENRRGERICET S1FH8
A% L7

14. 2 Dith
LR



V. amkIcBY HIEB

1. SEEIIHR

<@HEEE>
AFNCEMED T RO BRER, Lo R 8, WiBRE, KB, 7 L7 =7
B, 7RF IR ITEY R

<TRIE >
RIEVE R MR, TRIEVE R RIRYSIE, U 2 /S « U oo SfiiZe, 1ML, 4
{85+ EME R OTFARAISE O YR, FLIRZE, WA - WEsHZe, kst ORDI D 2
BETe), APERE KR, Wik, IPENTIL 2R O “ T, S, B A X,

]
|l d, o R LR 2%, o e P 2k, BA%, S Al - PRE TR O U

| <he - DRICEET HHALOEE> |
WS - SR, R R BRI & S ), e R, R E e, R
| O Tz > T, THMADIEEE A O T3 & ) V2 B0 L, HRK |
| BB ORI &R LT T AR OB 50 & FINE S AT

__________________________________________________________________________________

2. RERUAE

3. ERERRHE

WE, A OMEE 20kg LA EO/NRICH LTI, E77 L% LT1H
1g (Fiff) % 2 BNy E L C 5, Y BRZBICROKR ST 5,

FIE DY A0 B O RS M LI RO EFNC X L Tl B 7 7 LR v &
LT1H2g (Uiii) Z 2ENZHHEILT ], ¥y BRICEARET 5,

7235, i, RE, EIRIC K0 EEHE T S,

| <M - AEICEET 2EALOEE> g
L AR OB BT o T, THEE O FEBRE 2B < 720, FAl & L COSEMES |
| HRERR L, R O LB R B NROBIB OB FIC L En D Tk,

M BERT—2 1\ 57—
%Y LR

(2) BEERA R -
BB L

(3) ERPR IR -
EE R L



(4) BRI -
R L
(5) REERIHER -
1) AL TRERGHE
AR L

2) LEEEAER -
Pt
3) et -
HMERR L
4) B - FREERIHER -
MG RR L
(6) JBEMIER -
D FERARERE - B EFARERE(GEFRAE) - 2LERFTERERAR

(AR R ERPRARER)
EER e L

2) RBEHE LTEEFEDABRITEE L -HEBROBE -
A% L0



VI. ZE3hEB(CB Y 5IBH

1. BEZMCEEH HILEYMRITILEMEE
Y7 = ARHAEYE

2. EBER

(1) YERERGL - 1ERABER @
7T LMGYEE & 7T ARMEEICEM L, SilRE & BEIITER L2y, 7
7 LGPEERE OB AT B U ERE I L > FERE, 77T A BPEERE O
ESCREIR A, 777 LBRVEREE O RIBE MR ARE O/LF % 6.2514g/mL
TR &, ZOEABIEITMIBEES KILE TREANTH 5,

(2) BN E RN 1T DFHERRAE
HE R L

(3) VEFAFIRRERS - HTRERT -
mMERR L



VI EMEBEICET SEE

1. M REDHR - BIEE

(1) I LA I PR
BB L

(2) &m M R EEER
((3) B PR AR THERD S LTz i iR 2] DTS

() ERERHAEBR TR SNz MFEE -
AR [) R )
77 LR MR 500mg [JG) & AEERIFIZ, 7 1 A4 — " —EIC &
nENEN1g (B7 7 LF & LT 500mg (Fififi)) fERERLA T F12
HEEAKRS LTt 7 7 Ly U BELZNE L, 55N - RyH)
RE T 2 —% (AUC, Cmax) (22 THEHIRNT 21T - 72555, Al 44
LR RIEMEN R S iz,

(ng (73{fi) ~mL)
1m _
i 8 —— t 7 7 L& EAS500mg [JG)
Tl o R (BHFL 500mg (HI))
Z Meant S.E., n=14
LA
*
v 2 F
-
0 4 8 12 16 20 24
545 O (hr)
FEINTG A =% BEINTRA—F
AUCO,M Cmax Tmax t12

(g COM) « he/mL) | (ug (Af)/mL) | (hr) (hr)

R VE SV} i)
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