202 3F8AMET (17
AAREZEEEGNEES 876149

E #2 S 4 v 4 E 2 — 7 ## — L
BAMRREXKEISD 1 FEEEEE2 0 1 3ITEH L THERK

TH 054 R EDE R
AAERA V5V RAAIA DU
95 ZAATA LU 200mg INIG]

P95 YRATA LU 50mg /MNRATNIG]
AxERAs Ay 7HISYRATA DY
2524V RS540y 7 10%/MNRAINIG]
CLARITHROMYCIN

#E 200mg, $E50mg: 7 AV b a—T 4 L T EE

KoA4vay7: FoA4vayr

®qOE 0BRSS OFEEEN (EE-EMEOLMGEZECIVERTZ L)

5% 200mg : 18827 5V 2m~A > 200mg (Jiffi) &

B % - & E|& 50mg:l1iEHFr 7Y Rra~vAr 50mg (Hff) &6

RoA4vay 7 1gfr 7)) 2a~vA 2 100mg (Jifl) &FH

— i %, M4 7o) 2Aa~<A2 v

' ¥4 . Clarithromycin

$€ 200mg #E 50mg N A=A
@

S ERAEXREE A R H A 200643 A 15 H [ 2006 -3 H 15 H [ 200743 A 15 H

FEMEEIE - RTEAR SRR 202348 H 30 H | 2023 4-8 H 30 H | 202348 A 30 H

#l 7

FHH

FFEFEA H 200647 H7TH | 20066:7H7H | 2007477 6H
BASE - BLEMRSE (WA) - | 7t - A T A
R#-REHLH| % T oo HELHRIRA

Btk © HE LR THKRASH

EEFRBLEOERL

HETHRASHE BEEVR— 22—
MW\ & v 8 B O TEL : 0120-517-215 FAX : 076-442-8948
PR A AT AR — A—  https://www.nichiiko.co.jp/

A IF 1% 2023 45 8 AKET (& 200mg ; 55 25 ke, & 50mg, AMICHESHET F>420v T F
23 B, AMEICHFSHET) DOARNXEDFEHITEDIEHETL =

BT O SCEHBRIE, FEREGEFEIER A HEER — AX—

https://www.pmda.go.jp/lZ T ZHER T S,



http://www.pmda.go.jp/

I FRIADFSIZOME —BAAXKRBEEFIHE—

. BERA VAP 1— T4 —LEROEE

PR RS O AR 22 G & U CERR A EIRIRA S0 (LT, IRISCELIRT) e b,
PR B C R - SERIAMSE O EFRIEHEE DY B BB R 3K 5 o EAE G215 7 2 BRI
X, WA SCEICEEE S N R A BT D ISR RS L E R AN D D,

PR ELES CIE, YUk EIRAIC DWW THREBERE O BRI G R Y FHE I THEROBINFERCE 2 LT
WEMTL TR L TETCND, ZOBICHLERIERZBHEOICATT 7200 HY A ML LT
A UBE a—T F— LI LT,

BAFI634EIZ H ATRPE AR (LLF, AR EIET) FiNEoNEEESN [EEGLA X Ea—7
F+—2) (BT, IFEWET) ONLEM T I N IFRRsEsE A R E L, T otk, EREEE T
CIZBE T EIR AR = — XD b &2 521 T, FR104E9H I HRIEFINES/NEERITB N T
IFRE EEOKET B T,

FIZI0F2 % L, EIMIFHROAID FTH 2 IR, 0T Th 5 ERBIGOEAAN, W
Lo TIRE « BRI RESBIL L2 L 2% T, k20490 IC ARERERIEREE2ICH
W CIFREHEEH2008 03 5 E S vz,

IFRLEEFH2008 ClX, IFAMBYADOM 7 & L Cieftd 5 5206, PDFEOEKRMNT —# & LT
T2 2 & (eIF) MFHIE ooz, ZOEEICHOET, T CEICENT 35 - 2R 0E
my o, TEEE Ao BEALARNEROWRET] REDUGFTR O S -GAIS, SGETORT — % %
B LB Oe TFREft S s Z & o7z,

AT De- TRIE, () EIES RSB ASEAED R — 2L — (https//www.pmda.go.jp/) 75
—fELCAFARRL o T D, HAWBEEAIRS TIE, e IFZ BT 2 EHELFRZUEAR — 23
—UNAAT A N THDH I EICEUE LT, FMEHENGEIC H ot Te IFDIEH & fFtd 2k fk % 5%
&L C, Hx ODIFNUAT CEEMET 2 EFEAERE L CHEENEE - T2 8 & LT,
20084 L W AFARIDA VX2 Ea— 7 3 — ARt Z B L7 CHE L CE o RE A FaHn L,
WAL - TY, [EA - FKARIFIZE > TH, DROBRWEFREETHZLE2E X2, £2TH
W, TFRLEETH O —HET 2T WIFRLEEH2013E L TART HENE o7,

. [F&IE

IFix TASCES OB R AT L, KARNSEOEREFEICE > THHEFRICLER, ERLOM

BHEEO =D OIEH, TGO 7= DR, FHI 07 O, EH 5O IER H O 72 O,

PR BE T T O D OFFRENEN SNTREH 2B OESEMFEHRE L LT, BRI

FEARE L, FEAIANE D72 D12 Y54 B 31 O BRI TR O AL A (KIE L TV D41 E R
EALEMT NS,

e L, FEE - REREMESICED S b 0, RERBEORAIE T & BT D b O K OFEAIAT
H D AR - I - SRAE R E FEEIIFOEHFHE L 132 5720, S0z 5 &, REEEND

FEAESZIRX, SEAIATE O33R - HIWr - BRAREIST 5 & & big, RERFEEZTH LD LN

Wik ERFOZ EEEHREE LT D,

[IFDO#R]

OHFITAAR, BEEX L L, FAIE LTIRA » ML EoFER (MFRITFRLS) THEL, —6aRY
LB, L, WASCE TR R A WSS, EFEA TR IS b LT 5,

QIFFEHEEHEICESEER L, FEALILIY v 7 KR CTRET 5,

@FMOFLFIIAH— L, FRRICHT THFEEKRD TTFAHO TS X OME | oL EF#HT5 D
DEL, 2HIZE O D,

[IFDERK]

OIFEEH & U ClAl oG8 (NWAA, E5A, SAHAD ITERSh 5,

OIFIZFi# 2 H R OBEFNIE B3R R E L 7= IF s BRI YL 5,

OB TTEONEZMTET H L DIFOEFIZH » CTHERFRNTH IN D,

ORI FEOE LT 2 b0, BERMEORIAILS ) 2 B3 5 & O K OFRAA 2 1 U D EF
PEEF B SR - Pl - SR REFHIZOWTIFEE IR,

® MEHKIA ¥ Ea—7 5 —L50HEHE2013) (LLF, [IFGE#EZEFE2013) S #9) (258 0 1Bk
SNEIFE, E AR TORMEAZ AL L, LEIZIL U CHEARAE EA (PDF) 2> HI L
THEMAT 5, BETORKRITMETITR,




[IFD$1T]

3.

4.

O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LA D EE IOV T, TTFGEEZEME2013]) 12 K A ER - #R8E358H S b b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
A EARDIFIZ OV TIE, &35 R A TS O = 38 5 PRI A 1 AR IR — A — 2 fgidlk
LTRERE SN TN D,
RRAET TR A VF B a— T+ — AEROFF & | 1ITHE > TERL - 2863228, TFDJRS %
B E Z, EEBSGICRE LT D ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA VHE 2 —IZ LV IEKIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AR EOEEFICEAT 2 FHICEH L T, IFPSGETISN S £ TOMIE, %%
[ S L oD BUER s ARG 2 YA SCEC R A B CEL, H 5 WVITEE N ERE S E SR E Y —
2B KA S ET 5 & L b, IFDEMAICHT- > TE, B O SCE % E 35 E
PRI BRIH AR AR — AR — Y TR T 5,
728, EIEEHSCEEEOMERO SO LR SN TV D TR < [ E24MNE TORITEIRI
BT DTS IIARFHEICEADL Z 0 HY, TOERWICIT - ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,

(201344 H &7T)




=] R

I_ mi(:ﬁﬁﬂ'élﬁﬁ ........................ ] VI ﬁ?ﬂ]ﬁiiﬂ(:ﬂﬂ?’élﬁﬁ ................... 20
1. BAROEE ... 1 1. EEZHICEEHSILEMXITILEWE . 20
2. HEOBERFEN - WEEHEE .. 1 2. EBER ... 20
OI. BFFICEETRIER - -omereenens 2 VI. EWMEEEICETAER - 271
1. BRSE® ... 2 1. MAPREOHR - BIEX ............... 21
2. —HRA ... 2 2. EYLERERBI/NTA—R L 24
3. BEAXIT RS ... 2 . WUR ... 24
4. DFRARUSFE ... 2 1 24
5. k%8 (@WLE) ... 2 5. KRB ... 24
6. IEA%, A4 KBS E5B5 .......... 2 6. BEME ... 25
7. CASEERES . ... 2 7. FSURR—F—ICEHTEHER ......... 25
. AMESICETSEB - 3 8. BWHFICKDBER ................... 25
. IR 3 VI. R&tE (ERLOEES) (CBITHER---- 26

. BRSO REBEEETICETSRERE ... 3 1. BERBETOEH ... 26

2. ERRBELZOEH (RAEEZEZET) . 26

]
2

3. Ao DRERERERE ... 3
4 3. MEXEHRICEESTIERLOIETEZD

C BMESOEEE ... 3
V. RHNZEHTARIEE -~ -rrvmrmrmneene 4
1. BlfS .. 4
2. BUFKIDHRL ... 4
3. BAEF, ILFOSBEICHTEER ... 4
4. HEOEBEHTICTBTIRENE ..., 5
5. AEERVABEORENS ..., 9
6. ¥l &EnREEL (WELFEMEL) ... 9
7. 10
8. EWFMEERE . ... 14
9. WEIPOEMRSOMRRRE ... .. 14
10. BHPOEMRSDEEE ............. 15
M. Al .. 15
12. [BATHAIREMEDH DM ... ... 15
13. FEABRELRSR - NN EHRLBRICET
BIER. .. 15

4, Z0f ... 15
V. Aﬁ':ﬁj’élﬁg ....................... ]6
1. MEEXIEHE ... 16
2. AERUVAE ... 16

BE. 26

4. RERUVAEICEESSERLOIEEEZD
BE. 26

5. BERENBLTOEH ............. .. 26
6. EELGERMIREEZDEHARVLETE 26
7. MEER .. 26
8. BIMER ... 29
9. BREADERE ... 32
10. 434%, Eiw BRIABE~OEKRE ... 33
. INREADEE .. 33
12, BRERBERRICRIFTEZE ... 33
13. BE®RE ... 33
14, BRAEDEE ... 34
15, ZOMDEE ... 34
16. Dt ... 34
X. JFEREREABRICBAYS®A -----oooooooo e 35
1. FEEEERER ... 35
2. BMHEER . 35



X, GEYEIECETBEE - 36

1. BEIRS .. 36
2. AOYBXITERGR ... 36
3. BER-RESE ... 36
4. FEFERHFWVEDFES ................. 36
5. RBEME ... 36
6. BEE . 36
7. BBOME .. 36
8. B—FH-BEHE..................... 36
o. EEEERB ... 36
10. HERTARBEABRUVEARES ... .. 37
11, EMELRFEEFERBD ... 37
12. $hEER(THREM, AZERUVAELEFENE
DEABRUEDAR. ... 38

13. BEEHE BHIRRLAREABRUZO
. 38

14, BEEHM ... 38
15, BELMFIRERRCETIER ....... 38
16, £EBO—F ... 38
17. REEWREFLDFE ... .. 39
X I xﬁ ................................. 40
1. BIESTEK ... 40
2. FOMOBEHE ... 40
XI. BEGE- - 41
1. EENETORETKR ... 41
2. BB ITHEERIIEER ... .. 43
X]I[ ﬁﬁ% ................................. 44
1. FR% - IREXEICKR L TERKHIMZTICH

=2 TOBEER. ... 44

. TOMOBEEEN ... 48



I. BMEICE9 HEE

1. RREORERE
AFNE, 75U A~ LU REAES LT A~ 0T A RRPVEWERACTH S,

(7 V2~ 8 200mgl # A 3 — | KON [7Z U 2a~A 2 8 50mg /NAHT# A

=) 1, RETAT 7 —~vRASHE (AR TSt DR BERS & L% %
L, BUSEKORBRFIEZRE, ZEMRER, EW PR BA F2h L, 2006 4 3 A
15 HIZA&GE A BufS, 2006 427 A 7 HICHRFEZBIAA L=,  (BEHREH 481 5 (PR 1144 A
8 H) (T3 & ARG

(7 V) 2=, R4 my 7 10%NEATZ A 3 — 1) 1%, RET AT 7 —<ikalatt
(B RPER S TR SAE) AR ER & U CBR2Aam L, UK OSBRI E2RE, &
TEMERER, MR SRR A 32 L, 2007 4E 3 H 15 HIZ&RZEEE, 200747 H 6 H
WHRFEA BAA L7, (ERFEE 0331015 %5 (CFRK 1743 A 31 H) ICE-S3 X KGR

ZHRE « WL OHE « HEOBINZER, IToRETHD,
HAGEH A pnl ShRE « BRI OHE - RO
B - + HBEAEEICRT A2~ a s X — - vr U BEYHEICE
20074 3H23H | $£200mg |75 (75U Ru~vATy, TEXIVU VKPR OARAT T
— /O OYE ) ICBE L Co ML HEBmM
5 50mg W&?@f@tﬁ‘&%éﬁﬁﬁ (A ) AT D B E~ A 2 ﬁ? ‘U v
20094F 914 H | 7 | b TEY LT Ly 7 X (MAC) JE] DBIRE « DR OHIE -
FoA4imy7| o
FH &80
2009410 A 9H | #E200mg [IEREZMETTRE B ) OZhEE - Zh A OVHIE - A &EE
[~Y ayg—. vn ) EYE : H MALT U > 8[E, Rt
2010412 4 6 H | $£200mg | M MESEBER, FRHIHE RISk 2 NI %LE | O%he - 2
S ENI
20114 9H 5H | $E200mg | [~V a sy x—.vn UERYE] (B85 Mk - HEAE
[~NYanyg—.va JEGRE : ~J a sy 2—. 'n )k
20134 7AH 18 H | #E200mg S| DBEE « BHESEN

2023 £ 8 H 1 H, HHT /N7 7 —~ RS0 5 B E T B T3 A LS I 8 &GRS
AREE I, FOBRIGRA DR EE T2 A I— ) BINIGHIAEE LT,
2023 4F 8 H 30 HIZFAmINEL =41, HIE TS 2 ke 2 Blis L7,

2. HA0BREREN - HAIFHFFE

(1) AFNL, 77V A~ v 2O nETo5~7m 714 FRFVEMBERAITH D,

(2) RIA4vmy g, BEELTHAEL—T L=~ 2 R —T L— =% LT
Do

(3) EAREIWEH BEEAY) & LT, vavy, 774 7% —, QTIEE, LEHN (Torsade
de pointes Z&te) , LEME), BUENTK, IHHERERED, BE, A%, foMkEd,
Rl intEgim, Aiimekes), MERERIERIE, ERMER R EtEARE (Toxic Epidermal
Necrolysis : TEN) , ERIFIRIERERE (Stevens - Johnson JSEWERE) , ZJEALEE, PIE JE
foelE - FVEMERZE, (AMEPERIB, IR, MROmaiRE, g, SMEBEE, R
EHEEMER R, IgA MR, FHMBEUEIEGRE ]S STV,



I. A#ICE9 5EE
1. R34
(1) f4
75 Zn<A L b 200mgNIG
77V Aa~A v 4 50mg /N TNIG)
77 )AL R4 vmy 7 10%/NEHINIG)
(2) #4
CLARITHROMYCIN
(3) AMHDAXE
—fA LD
2. —g4
(1) 14 (@4
77V Ar~A ' (JAN)
(2) ¥4 (WfE)
Clarithromycin (JAN)
(3) RTL
Streptomyces JENFELET HHUEME : -mycin
3. BEXXITREX

4. FRRUSFE
5713 0 CasHeoNO1s
1 747.95

5. L& (@aik)
(2R,35,45,5R,6R ,8R,10R,11R,125,13R)-5-(3,4,6-Trideoxy-3-dimethylamino-
B -D-xylo -hexopyranosyloxy)-3-(2,6-dideoxy-3- C-methyl-3- O -methyl-a -L-ribo -
hexopyranosyloxy)-11,12-dihydroxy-6-methoxy-2,4,6,8,10,12-hexamethyl-9-
oxopentadecan-13-olide (IUPAC)

6. 1RAA, B4, KBS, EBEES
k= : CAM

7. CAS B2R&ES
81103-11-9



. F3%I-BEd 5EE
1. YEREEMEE
(1) 4448 - K
FEOREBEOMART, WIEE Y, (KRLTERTHD, )
(2) BfftE
TR OXILZ BRI LMIRRETROT, AX =, =& ) —)L (95) NFT=F Lo
—T R <, KIZIZE A BT,
(3) HiEtE
MR L
(4) B (R , BR, BER
s - 220~227°C
(5) BIEEMHMTER
MR L
(6) HEFEHY
MR L
(7) ZOMOELRIEE
e [al 7 0 —96~—106° (BiAMIZHE L7=H D 0.25g, 7 L~ 25mL, 100mm)
2. AMHSGOBEEFHTICEITEIRES
MR L
3. MRS OREREERL
(1) BEAss
AECHIRE Z N2 CEMCIRVIRE D L &, RBEE2 275,
(2) BEAE
Kz T b AR LUERENZ 5 L&, WIEEE L, BEHICRa~RERAIZEDD,
(3) TRAMRUL A7 S REYE
BALA U o AEEFNEIC K 0 ERBR A TV, REDART ML s Z Y 2a~A U U AEREL O AR
M IS 5 & &, WED AR NFIE—EEO & 2 AIZFEREOTRE DRI 278D 5,
4. BMHSDEEE
Rk a~ 727 4—
MR - BN EERT
BEE U B kEN Y v LRI, 7k h= KU JWRK



V. 8AICE9 518H

1. #Fife
(1) FloORXA, SHERUHER
s 75 ) 2a~wA b 7o) 2a~vA b 7o) 2w, R4
- 200mgNIG | 50mg /NEHITNIG sy 7 10%/ N2 TNIG
63 - #I HEDT A L4 HEDT 4 L1 RV, BRITH W,
o 7 a—F TR a—F 4 LTk I ORE
N N e
w | (US| @O= -
WP N S
EA(mm) 8.6 6.1
JZ & (mm) 5.2 3.3 —
HH(mg) 270 84
FCIEEEN B
(PTP) t062 t061
(2) #HEHOYH

( 1V, 4. WANOFFEERM TSR S @EM] OESH)

(3) #EAa—F

(v, 1. (D) APEOKH, SMELELUWER ) DESIR)
(4) pH, ZEEL, HE LE, REOSRUREL pH BF

BRI L
2. HHIDOMRK
(1) BES EHEES) OEE
. s o) 2~ A vk 2% PR A
- 200mgNIG | 50mg /N2 TNIG oy 7 10%/ N TNIG
1 g 1 g 1g H
EEETllD %y VAR I = e G VAV = e g G VAV S = e g G
200mg (J71ff) 50mg (J71ff) 100mg (/i)
IR ARE Ry, BEMK | BEEKr A8, BT | TI /) TAIAVAXT T L
TAWE, Bk FE, AT | v, ATT VU~ RY | —bhakR)<~—E, =FL
TIV VBT AT A, | UL, REHREE FeXd | BArr—R, I An—2X
vERaLFTLTYy, v | Treibia—R, by | F RN TN, SRR
ogAn—RA, RERY, | Foayso 7y, bR | A3, oy bV Ry
Y 73— 6000, A XA | ¥ blro—X, LKkF, b~ %2 v
" T VI LVEE~ T 2L | B aAa—R, wzuad | A, VAFALRYaxH
—/L 6000, A Z AT IV | v, KERIAKE, ZL7, b
U TR A vEQaT T, TR
IbrA4%#%, e Rax 7 n
vreila—2, Far’l
v 7Y a—)v, FE
(2) #Hhy
(TIvV. 2. (1) A5y GEMERSY) OE &) OIESRR)
(8) =itk
PAL 2D

3. BEHl FAHOIBEITHT IR

BA=RSAYA




4. HWHOBREEHTICETIRERE"

(1) ﬂuﬁ?ﬁsﬁ
kB (40°C, T5%RH, 6 » H) DR, 7F VU 2u~A 28 200mgNIG), 75U &

n~vA U8 50mg /NNEAINIGI KOV Z Y An~v AL RIA4vmy 7 10%/ N TINIG)
VX E OSSR FICRBW T SERLZETH D Z &0 HE ST,
Or7 ) Am<A U8 200mgINIG)  IERER  [H&adEmhe . PTP @]
HRERTEH 2wk PRATHR]
< Hikg > &5 BHAAIE 25 H 4 5 H 6 5 H
. 110516K
MR n=1 N N N .
= e |110517K BWE BWE BWE fliikey
<HBDT 4NV ba—F 4 TEE> 110518K
110516K
Eﬁnu nit%ﬁ n=3 N N
110517K Sk - - Diay
IRIMFIR AT L) 110518K
e 110516K| 1.32~1.61 1.66~2.22
G — 0 =
E'g'afw g%/g"%; 3 110517K| 1.46~1.99 - - 1.85~2.86
7 110518K| 1.13~2.06 1.56~3.00
S (o _ 110516K| 97.9~100.1 97.5~100.4 98.0~100.2 96.7~99.5
ﬁg%ji% (;’;0/ ; Lli 110517K| 97.4~100.2 98.3~100.4 96.8~99.8 96.6~100.3
775 1970 110518K| 96.5~100.0 96.8~100.5 97.3~99.5 96.8~99.5
SE (%) *n=3 110516K| 98.64~99.66 | 99.28~99.35 | 97.78~98.49 | 99.81~100.17
03,0 107.0% - 110517K| 98.40~99.98 | 99.00~99.72 | 97.58~98.42 | 99.66~100.34
: 70 110518K| 98.21~98.91 | 97.93~99.14 | 97.85~98.33 | 99.34~100.07
X FrEICHTEAE (%) —  RFEhi
Or T Au~A v o8E50mg /NEAINIG) IdiRER  [R&oEERE  PTP f3]
ARERTHH 1%%’“ IR
<G> BH R 6 » A
PEIR n=3% . N
<HBDT 4N ATa—T TR e "
ﬁﬁnuu %ﬁ n= 3><1 e AL YN
RN 2~ V) e e
/E\Eﬁjé‘lﬁ (%) Il=3>:<1 :@A :@A
<15.0%LL > = =
wHME (%) n=18%
<304y, 80%LAI-> 99~107 97~104
P2 % X2 1 —Q¥] . .
‘ifg 0/ )1071(1)0/3> 103.0+0.6%3 103.1+0.8%
U~ .U%

X1:3m v b, 4 31H

K2 RREIHTL2EAEE (%)

X3 PHE SRR (S.D.)

OV ARV R4 vy 7 10%NEHINIG) IndEaRER [RRoidEae . AfrR
VI L U RKe]
REATEH PRAFIIRE]
<G> BH ke 6% H
PEHR n=371 o N
< B> A A
TR n=3"1 N N
(250 TLO) e e
Koy %) n=3% - -
2 o T 1.3+0.1%3 1.8+0.3%8
P (%) n=18%
<9045 TEULLLS 82~105 89~103
G (%) *2 n=3" « s
00 190% = 101.5+2.8%3 102.742.9%3

¥1:3vv b, £3E X2 FREIIHTTIEHEE (%) X3 EEME AR (S.D.)

5



(2) MEAZEDREMEHER

OV Z VA< A T8 200mgINIG)  BaldE 40°C  [EYS, KB
HEREE 2y k R HR
< Btk > H bR ARINE 3#x A
FEIR n=1 I e
<EHEDT (N ra—F s> | 110517K HED T 4V ha—T 1 T HEDT 4V ha—TF ¢ T
WM (%) n=18 s
<3045, T5%LLL> 110517K 97.4~100.2 95.7~98.2
G (%) f1n=3
<93.0~107.0%> 110517K 98.40~99.98 100.80~101.16
% 3
( %ﬂﬁ)nfgr (kg) 110517K 17.925~20.190 18.075~20.015
X1 RREICHTAEAE (%)
%2 : n=6
Oz 7V An~A T8 200mgINIG)  E03E 25°C - 7T5%RH DG, BRI
HEREE 2y k RATHR
< Btk > H B AR 3x A
PR n=1 e e N,
CHEEDT 4 T—T TS 110517K| HEOT7 4 v bha—T 4 7 §E EEDT (N ha—TF T
WM (%) n=18 s
<304y, T5%LLL> 110517K 97.4~100.2 95.8~98.8
“& (%) *1n=3
<93.0~107.0%> 110517K 98.40~99.98 101.62~102.30
% 3
( %ﬂﬁ)nfgr (kg) 110517K 17.925~20.190 10.055~11.160
X1 RREICHTAEAER (%)
%2 : n=6
Or7 TV Ar~A VU8 200mgNIG) % 25°C - 60%RH Y [KUERL]
HERIEE 2y k N
<Kk > s BRAARF 60 7 Lx * hr
PEIR n=1 B B
<HBDT 4N Ia—F ¢ ThE> 110517K| HBHEGEDT 4 Nba—T 1 o THE HEDT 4 N a—TF ¢ v ThE
M (%) n=18 Yo
<304y, T5%LLE> 110517K 97.4~100.2 92.2~99.0
“& (%) *1n=3
<93.0~107.0%> 110517K 98.40~99.98 100.76~101.54
% 3
( %ﬂﬁ)nfgr (kg) 110517K 17.925~20.190 16.400~17.135
X1 FRRBEICKT AEEE (%)
%2 : n=6




OV Z7V 2Am~A v bE50mg /NEMAINIG) o 40C  [HOE, KUERHR]
A H (A7 B
<Hik > B AGHE 311
IR

HED T 4NV bha—T ¢ VT

BHEDT 4V ha—F 2 T EE

wHIE (%)

99~104

102~105

<304y, 80%LA L >
i (%) 100 103
(&) WE (kg) 10.3 9.9

OrF ) An~A 28 50mg /NEHINIG) it

25C - 75%RH

Bis;)d

HERTE H
< Hikg >

PRAFHAIH]

B4R

3#n A

PEIR

HEDT 4 VAT —TF 4 VTR

HEDT 4V ha—TF ¢ T

WHE (%)

<304y, 80%LLE> 99~104 97~106
B (%) 100 103
(2EE) WE (kg 10.3 8.4
Or V) An~A U8 50mg /NEHINIG) i 25°C Bt [RUER
RERTE H Eo ) een
<Hifk> B AGHE 60 5 Lx * hr
TERIN

<HBEDT 4N La—T v TEE>

HEDT 4 VAT —TF 4 VTR

HEDT 4V bha—TF ¢ T EE

WHE (%)

<3077, 80%LLE> 99~104 102~104
A= (%) 100 102
(&5 wE (kg) 10.3 8.9




OV AR AT L RIA4vmy 7 10%NEHINIG) ®Badk 40°C

ERIE A =R FRA7 IR
< Hikg > Tty BRAhE 3HH
Ptk
0)\ \ 0)\ \
< HaDBER> L6KE2 HEDOBm R HEDOBm R
&K%y (%) n=3
<3.0%LLF > L6KE2 1.81~2.10 1.25~1.63
WM (%) n=18
<904y, TBULLLE > L6KE2 99.4~118.2 101.7~105.1
LB (o * —
AR (%) ¥ n=3 L6KE2 100.9~103.2 100.8~107.8

<90.0~110.0% >

Ko FRBITHT2EAER (%)

OV AR R4 vr vy 10%NEHINIG) a3t 25°C - 75%RH [, B
jd
HERTE H =RV RAEHIR
<> ke BRI AR 35 A
< é%f;ﬁ*> L6KE2 HEOB R HEOB R
K% (%) n=3
<3.0%LL > L6KE2 1.81~2.10 2.61~2.78
WM (%) n=18
<904y, TBULLL > L6KE2 99.4~118.2 93.3~101.2
&8 (%) * n=3
<90.0~110.0% > L6KE2 100.9~103.2 99.3~101.8
X FREICKTTEEAR (%)
OV AR,V RTA4 vy 7 10%/NEHINIG) EadE By [K[ERLE]
HERIE A = vk TANR R
<HHE> FHH BHAGHF 60 57 Lx * hr
ER7N o~ ]
< BBOBE S L6KE2 HEDOB R HEDOB R
Koy (%)
<3.0%LL > L6KE2 1.81~2.10 1.49~2.21
WM (%) n=18
<90 %y, T5%LhL> L6KE2 99.4~118.2 98.7~104.0
&8 (%) ¥ n=3
<00.0~110.0%> L6KE2 100.9~103.2 102.9~104.2

Ko FRBITHTOEAER (%)




5. MEERVBEREOREL
BARDREMHER

VR - K JREE 20mg/mL, 77V Ar~A 2t LT 2mg (i) /mL
JEFE 400mg/mL, 77V An~A & LT 40mg (Jiff) /mL

O 7V A=A o4y 7 10%NEHINIG) Btk 5C [EERY 24y (%

) ]
BRI H 7 k PRAEHIE
< Btk > & BRAAIE 3H 7H 14 A
. 20mg/mL L6KE2 I (. D RRITR EREXRY 3]l EREXRY 3]l EREXRY 3]l
400mg/mL L6KE2 H & ORI 8. DR IETE 0. DR IETE 0. DR IETE
- 20mg/mL L6KE2 10.71 10.73 10.74 10.83
P 400mg/mL L6KE2 10.47 10.46 10.50 10.50
oy 20mg/mL L6KE2 RAf Bt KR RE
P 400mg/mL L6KE2 BAT NE! NE! NE!
FEA7R 20mg/mL L6KE2 100 99.7 102.6 96.5
(%) 400mg/mL L6KE2 100 97.5 101.4 102.6

KCHIESLYE ¢ 10 RIOERFTY L L7256 - BAF, 10 RIOEEIRFTH L L 20~ 7258 - KRR

Or 7V ARnRA T RIA vy 7 10%NEMINIG) T&#Et  257C - 60%RH [N D45
a () ]

BRI H 7 k PRIFHIE
< Btk > & BRAAI 3H 7H 14 A
JUnT 20mg/mL L6KE2 M ORI 8 DR IETE 8 DR IETE 8. DR IETE
400mg/mL L6KE2 H & ORI 8. DI IETE 8. DR IETE 8. DR IETE
- 20mg/mL L6KE2 10.71 10.73 10.67 10.58
P 400mg/mL L6KE2 10.47 10.67 10.72 10.61
oy R 20mg/mL L6KE2 BAF TR TR TR
P 400mg/mL L6KE2 BAT NE! = NE!
P73 20mg/mL L6KE2 100 96.3 97.8 93.5
(%) 400mg/mL L6KE2 100 99.6 100.5 99.5

KCHIESLYE ¢ 10 RIOIEIRF T L L7256 - BAF, 10 RIOEEIRFTH L L 20~ 7258 - KRR

6. hFEDEEEL (MEBLENEIL)
( TXI. 2. ZOfhOBIEEE DIESHR)




7. B
(1) BB
<77V Au~A T8 200mgINIG), 7 F VA~ A v 8 50mg /NEHTINIG) >
77 ) 2a<A 8 200mgINIG) KON U A <A 288 50mg /N TNIG D% HE
%, BARRRFHICED SN-HKICEEG LTS Z E BRI T\ 5D,

BRIz pH6.0 @ 0.05mol/L U »fig/kdk —F b U 7 A« 7 = U PFEfEER 900mL 2 vy, 3
RAEIZ LY, 50rpm CTRERAZITH, )

Ta RS
FoRE R TE R TR
200mg (J74if) 30 43 75%LL k.
50mg (J71fh) 30 43 80%LA I

<77V Rra~wATr R4 1y 7 10%NNEHINIG) >
77V A,y R4y 7 10% NEHINIG) OFE T, AARERFIZED H7#l
FIZHEAE L TVD Z BRI TV D,
(FRERIKIC pHB.5 DU U IKFE T b U U A - 7 = U FEkEETR 900mL & VY, FaHERERIES
27EICE Y, 50rpm THBRZITH, )

T R
FORE TR E R IS
100mg (Jiff) /g 90 7y 75%LL F

10



(2) BHFERY
<7 I 2r~<A 8 200mgNIG) >
BIREIR SO AW FRIRISENERBR T A R T A L EDO—HESIEIC>WT (CERk 13465 A 31 H
FEHEH S 786 )
BRI
L AR BRHEERE N RVE
[Al#AEL N OGRBRIE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH1.2)
CHIE]
- pH1.2 (50rpm) T, FEEUERIKIODFIGERHZRD 40% M OF 85% 13T 0D 2 BREAIZH T, AGLDF-
g SR ATV ERGR D I R £ 15% ORI Z 727~ T2,
- pH5.0 (50rpm) T, FEMERLEIR ORI E 1T 15 LIPS 85% LA R LTz,
- pH6.8 (50rpm) T, AEUERIFIONIRHEEDY 40% K Y 85% 1D 2 RFSUZIWN T, ARFhD
PR R TR VERGR D SRR £ 1% DFIFHI o o 72,
- K (50rpm) TiE, EEHERIFIAS 360 /0331 2 FEEHERD 112 OWEAHER A 773 2 72
R 360 SMZINT, ARGV SR AR O SR THER £ 8% DOFIFHIC & o T2,
-pH1.2 (100rpm) CIE, FEHERIFIO TR 85%FHIDREAIZIN T, AThOIFHAHZRIT
TEAERIR DS HER £ 15% DFIFAIZ - 7223, 40%FUTORESIZINT, AShOEAER R T
YERRI DN HER + 15% OFEFHIZ 727~ 1=,

VL b, RO HEE) 2 5 ER & beig U725 8, pHb5.0, pH6.8, 7K (50rpm) DOFEAFIZIW
T AEFRIRSERABRT A R 74 ) OYERMEIZES L7225, pH1.2 (50rpm, 100rpm)
DB TTHE RIS Lo T,

(s H )
B (%) pH1.2 (50rpm) BIHE (%) pH5.0 (50rpm)
100 100
80 80
60 60
40 40
20 95 RAATA L U4200mg TNIG] 20 —— 51 RAAT A L 4E200mg TNIG]
0 — o — REUH A, 200mg) ‘ 0 — & — ENH (GH. 200mg) ‘
0 30 pxpg60 (5 90 120 0 5pepg (4310 15
AHE (%) pH6.8 (50rpm) EHE (%) 7K (50rpm)
100 100
80 80 — 7 5 1) RO A S U §200mg TNIG]
60 60 - & = FEHNH (G2l 200mg)
40
20 — e 7 5 1) RO T A > U E200mg TNIG]
0 — & —FENH GEH. 200mg) ‘ : ‘
0 15 pepg30 (4 45 60 0 90  pepg180(4y) 270 360

FRHE (%)
Bl pH1.2 (100rpm)

80

Y\
60 A
40
20 73 AARA L UE#200mg INIG)
0 — o —BENH (GRH. 200mg) (n=12)

0 Spspn (5990 %
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<7 ZVJAu~A 8 50mg /NEHINIG) >

IR EHE L D EHR VR T A R T A S O—EUIEIZ>WT CER% 13 4 5 A 31 H

FEHEH S 786 )

BRI
L AASER BRHEERE N RVE
[R[HRHOR% OGRBRIE « 50rpm (pH1.2, pH3.0, pH6.8, 7k) , 100rpm (pHS3.0)

CHIE]

- pH1.2 (50rpm) TIZ, FRAERFIAS 120 /712861F 2 EEHER O 1/2 OGS R 2 <7 i
YARRER N 120 731 38NT, ARG 0 IR 8 A YR 0D SR HH 28 15% DO HifR I
2o T,

- pH3.0 (50rpm) TiE, ARUERFIO PG HZRDY 40% M O 85%fFir D 2 FF 2B\ T, &
it O SRS HH SR TR VE R O SE IR R = 15% DFIFHIZ B o 7o,

- pH6.8 (50rpm) Ti¥, FEAERIFIDIFELEE R 60% M O 85% LD 2 Rf Iz T, &
pitn O PRAJ s HH SR AT HE R D S HH 3R £ 15% DFPHIC 8> o T

- 7k (50rpm) TIX, FEHERIKIAN 360 IZEIT 5 AR D 1/2 O FEHEH R 2773750 2
PRIRE R TN 360 471238\ T, AR D FERA H SR FATE HE R D 4175 HH 28 = 15% D#H I &>
>7,

- pH3.0 (100rpm) Tl, FEUERIAIR OARGIE E H12 15 20 PANIZ ) 85%LL E¥aH Lz,

LIE, Adh O 8 2R HERG &t L7, Rt 5 BpH1.2 (50rpm) ZFR< &TO
KRN T EYFREERT A KT A ) OREEEISES LT,

(¥ H )
SRHER (%) pH1.2 (50rpm) L?Sﬁji (%) pH3.0 (50rpm)
100 100
80 80

60 60
Vig
40 e 55 yraqsmsomg | | O
20 PV g /NRE TNIG) 20 —— 5 JRAOTA L EE50mg/MNRA TNIG)
0 A = & —BEWNH GEH, 50mg) 0 — & —BEUH GRH 50mg) ‘
0 30 B R 60 ) 90 120 0 15 B R 30 ) 45 60
EHE (%) pH6.8 (50rpm) BHE (%) K (50rpm)
100 100
80 80
60 60
40 40
20 ) el 5 1) AOT A L U EE50mg/NRE TNIG) 20 51)AATA L U5E50mg/MNREA TNIG)
0 = & —BENH GEAL 50mg) ‘ 0 = & —BENH GEH 50mg) ‘
0 103%@ (9]\)20 30 0 90 E%FE.1180(91\) 270 360

L?OHSZE (%) pH3.0 (100rpm)

80
60
40
20

——— 5 1) RO A T EE50mg
MR TNIG)
- o = ZERF (F2H], 50mg)
L L

0 Sespn (5010 15

(n=12)
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<y ZY AL RI4vmy 7 10%/NEHINIG) >

I EHE L DR SV T A R T A S O—EUIEIZ>WT CERk 13 45 A 31 H

EEHSEH S 786 )

BRI
L AR BRHEERE N RNVE
[Al#RE M OGRBRIE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) T, FEEAERIAIL OASLE & 612 15 23 LINIC T 85% LA BiaH L7,

- pH5.0 (50rpm) T, FEYERIFNL 15 43 LANIZ ) 85% LA FIRH L, 15 381 D AR
LA R AT ARG D R £ 15% D FIPIZ 72 Do T,

- pH6.8 (50rpm) Ti¥, HEAERIFIAN 360 4321 5 R RD 1/2 ONF-HR R A R~4 5
IR TY 360 7IZ38UNT, A b O P15 HH =R AT AE L) 0D 1815 3R + 8% D#FHIZ &
277,

- 7K (50rpm) TIiE, FEERIAID 360 4310 31T 2 EAE D 1/2 ORI A =975 2 /e
IR AR Y 360 431 33V VT, AR O -5 H 2R AT HERL A D S5V ISR &= 8% DFIFHIC B o 72,

- pH5.0 (100rpm) Ti¥, FEHERLFNT 15 53 LANIZ ) 85% LA FIRH L, 15 38T DR GHD
SERET S HH R FAEE R D LA R = 15% DI 72 v o 7z,

LIE, Adn O HZE) 2 AR HERGH) & el L7, pH1.2, pH6.8, KOKMITIHWT ME%EE
I DEYZFRENRBR T A R T A ) OHEEEES LT,
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(F H i)

RHE (%) pH1.2 (50rpm) WHE (%) pH5.0 (50rpm)
—e— S YRATA LY ESA L0y F10%NER —e— U5 YRARA LY FSA 20y F10%MER
TNIG) INIGJ
— & —EERH (K54 >0y TH, 10%) 100 | — & —HBEBA (F54209 TR, 10%)_ ~ A
100 A=
80
80
60 60
40 40
20 20
0 1 1 1 O L‘ \
0 5 10 15 0 5 10 15
Bl (9 B (5)
BHE (%) pH6.8 (50rpm) RHE (%) 7K (50rpm)
—— IS YROTALY KS40y F10%MNEE —— U5 RATA LU RS4 20y T10%/NMNEA
TNIG] INIG]
100 | = & —iEESE (K54S0 TH, 10%) oo 1 = T HEEME (K548 yTHL 10%)
80
60
40
20
: : : 0 N 3A; - 0O
0 90 180 270 360 0 90 180 270 360
BFR (5) B (5)
EHE (%) pH5.0 (100rpm)
—— S YRAIA LU ESA LAY T10%NRA
NIG]
100 L — & —ERERF (FSA0yTHL 10%) _ _ A
BRY (5) (n=12)

8. EYEMHERE
AFN D IMHE & AR 12 T Staphylococcus aureus ATCC6538P % W CHlET 5,
9. HWEIDDFEF S OHERHERE
<77V 2~ A U8 200mgINIG), 77U Ar~A T 50mg /NNLHINIG) >
TRAMRIN A7 S VRIEVE
KiwxIRE LT & N 2R LT B OV 28 5 U TR R > & Bkl Y
U LEEAREIC X D IET D & &, 1%L 2980cm?, 2940cm, 1734cm™, 1693cm™?, 1459cm’,
1379cm® ZON 1171em  FHEIZWIN Z7R 8 5,

<7V ARu~AT T4 va 7 10%NEAINIG) >
HWErsav NST T 40—

ABHAIR I DAFTZ EAR v b ROEEREN DRI ARy MIBEAZEL, £ 6D RefE
IFFE LY,
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10.

11.

12.

13.

14.

HEADOEYESGDEEE
Wik~ 777 41—
FRENER © SRR
BEE . U Ui KED Y v LK, 7T =Y IVIRIKR
ALl
77V A< A v (CsHeeNO13) & L TCOELXEE (Jii) TrT,
BAY HATREMED H H KM
L ER e L
ERSDELESR - NESRKRLERICET H1ER
Y LR
T Dith

15



V. ARICEYT SEB

1. PREXITZNE

2. AERUVHAE

<7 Z VA=A U8 200mgNIG) >

SNTE < VR

ik - &

(1) —pe R
<#EIHEE>
AHNEMED T R YRR, VooV EkERE, MikekE, €77
vT7 (TTonRAT) «HET—=VRA, ATV VH, L
UARTE, hrvrunsi—)g XTIARLT hav R
B, 7IIVTR, v~ aSTRAVE
<3ERHE >
RACM R JEEGE, AEMREIRGYE, Vo - U o3
%, BHERREIE, SME - BME R OVFIRAI%E O —REYs, ITM
JERNRS, WHEH - MEERZS, kLS, SMERE K, Mgk, M
i, ABPEREIR AR A D IR, RiER, TESHER, K
YePeRmde, EHS, EISPER, thERARZE, srlEPEK, R

x

WE, AT T ) A~ LTl
H 400mg (Fffi) % 2 [ENZH3 1) TR %5
15,

ks, AR, JERIC X VIEEHERT S,

(2) IEHERIE IR B AE

<3Er-EHEHE>

AENENED~ A 237 TV T LR

<SEFEE >
~AaAnNyFIY T AT AL S Ly 7 A (MAC) JiE%
B IR EPTE

WEL,RACIZZ 9 Aaw AT LT
H 800mg (Jifff) % 2 [ENZ4 ) TR O # 5
45,

ek, AR, JERICE Y EEEET S,

@)AYanss— - ENYRESE

<HERHEE>
KANZEED~Y Ay 22— v'rl

<5BRHEE >
B -+ faiBiEss, HMALTY o3, Rt o
DPESRBENN, T E SRS % NELERAOTEIR R B 12381 D~
Janyg—-. v VEGYE, ~Yanyz—.nl i

H R

EE, A7 7V A~ LT
[B] 200mg (JJff) , 7EFT VU K
& LT 1E750mg (i) k7w kR
YTA e X —D 3K EFIRFIZ1 H 28]
7THRERO®REG TS, ks, 7TV AavA
Y, RESUTCHEEEET A Z R
T& 5%, 72721, 1181400mg (Jiff) 1 H 2
M4 ERET 5,

<ZhHE - RICEIET HEALDEE>
(1) WHEH - MEAge, bk, SMERAE SR, BUERR, TER, BISER~OHEMIZHZ- T,
PSR IEE A OFE X ) Y 22U, ESERG-OMIMEAHIE L7z BT, A0

HpNiEe) &l S o 5Bk G515 2 L,

(2) ETHIEMALT D o BT oY @8Ny 22—« B'r U BRETRIROA ML L T

Uy,

(3) FpFEMEM MR VERBERIS L TIE, A RIA FE2BRL, ~JanyZ—- e kR
EIRERDNEY) & ST DIEGIC O ABRETIERETT O Z &,
(4) FHBEIST DPEEBINIEREBELUIMNIE, ~Y a Ny 22— v VREERICE 2B

FEREIH RS D A RMEIHESZ L TU Ry,

(5) "YU anyg—-n VERERIANDERTE, ~)arysd—-vn ) BEHETHL L
MOPNEBHREINZ L DA~ a7 2 — - ba UBPLERTHLH 2 L aadd 22 &,
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<M - BEICEET 5ERLDIE>

(1) AFIOFERICHT=>TIE, MEEORREL 20, FHIE U RS2 L, FIRDIE
W BB el NEOWI O EIZ L Eo bz b,

(2) RO~ A 27T YL - TE Y LAaLy 7Ly 7 2 (MAC) i O Kk
G ARIEERE (A X) 1TLE D #FEM: MAC SEDOTRIEIZ VA58, EWNSNOREO A R
TA Y BB OAREEITY 2 &,

(3) FEFSEMHAEIEI T D AA OGN, T2+ 5 2 &,

PR P51

Jifi MAC Ji HEEBEPE 2R U712, 1 4ELL LR GAke: & IR

BEZITH 2 ENEE L, Fio, BRT 2 aREMN 5 5

DTIRIE THRIZB TS EHIN R REN LI CH S,

T RMEIEARDIEERE (A X)) ITFED | BRI SUTME SR 228G 580 BT 1% bk 59

FEREME MAC JiE RETh b,

(4) SERRR EEIHEEZA SIRVEYERND LHFEIED L AR TRk L, 1 B 400mg 47 2
BETHZLITRD, @ 2~5 A TERITEEECH 9, SRR LT H 513 2~3 JHfH
e T 2 Z EMEE LV, £, VIR TMRITFHFE OB RV VEYYE TH 5720, R
IR T OIRBEIZ B 5 BB TIL, 1R T4, HIC 2~3 i G- 2k LBk 28l 5
VERH D, 728, BEEHRIPITERAE L LI GaIaE, #enc L VAR 7 I3 a st
(e v U RHEAE) ~OEEPRLIETH D,

(5) 77 VT RYMEICKTT DAFN O S HIRITFERIE LT 14 AR E L, MBI CCTHEICES
M ZIERET 5,

(6) AFZ~Y 27 Z—- ) FYSEICHWDEGE, e bRy 7 re e X —3 o0 V7
ZY =L T1H30mg, AT — /L L T1E20mg, 777 —/LF ) TAE
LT1[E10mg, =Y AF7>—/,& L 7T1[a20mg XiFH/ 7Z7H L LT1H 20mg D
WP 1 AIE SRS,
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<7 Z Y 2xmr~A U8 50mg /NEHINIG), 77U AxAur~A 2 DS10% /N2 HINIG) >

It -

BN

ik - &

(1) —R&RREAE

<HEEEE>
AFNEMED T ROk g, LoV EkE g, i
RIKE, 7787 (TTUnRAT) - HET
— U2, AL WH, LY XTRE, B
HHE, hreanxry—g, 7I7IVT7TE,
~A a7 TAVE

< SEFTHE >
RATM R JEREGE, RAEVER EIRYE, U o8
BV URER, BMENREDE, SME - BME RN
FITRNE D RIEYL, WHEH - MESAZE, Rk,
BWERE R, Mgk, RS, 1BMErER R Zs
D ZWRIEG,, BYLEIGSR, REZK, BlEPEK,
PEALEN, HHBX

<#E 50mg >

wE, M7V Ar~w Lo LT 1 BHIKE
1kg &7 10~15mg (J)ffi) % 2~3 [EZ5 1T TR
Bh53 5,

L oA T Rk LTI, 1 BAE 1kg 72V 15mg

(i) % 2~8 [ENZH3 T TR OG- 5,

7ok, Fin, ERICE Y EEEET S,
<KIA4vmvr>

FARERR L, mE, NRIZEs 7 2w fvrk L
T 1 HKE 1kg 729 10~15mg (Fiff) % 2~3 [A]
W TTRO#% ST 5,

LA TR LCIE, 1 BHiAE 1kg 72V 15mg

Uifl) % 2~3 ENZ/i CRRO&E 595,

7, Al JERIC X EERNT S,

(2) BRUREFSERE (T4 X) ITH# S BENE
RAANGTFYIL-FEDLAVTLYIR
(MAC) fE

<3Er-EHEE>
AFNZEMED~ A a7 T ATy L
7w A (MAC)

< SEFTHE >
BRMERIE AN DIEERE (A X) ITPE D $EFEME
AN TFYUTATET LA Ty T R
(MAC) JiE

<$E 50mg >

\WE, NRIZIZZ S Arw AL LT 1 BHIKE
1kg H7=Y 15mg (iffi) % 2 [ENZ/ T TR 54
D
7R, AR, SERIC X EERRT 5,
<KIA4vmvT>

ASRE L, @E, NRIZEZ 7)) 2an~f sl
T 1 BF{A®E 1kg 729 156mg (Jifli) % 2 B4 T
ROEET %,

7ok, i, ERICE Y EEEET S,

<ZhHE - RICRIET HERLDEE>

WAEH - MEERZE, Rk, CGPERGESR, BOEER, hHR, BIRER~OFEMICHIZ->TE, H
WAEYEEIEEROFL &) Y 22U, JEERGOLINEA I LT 1T, ARG 3] &
flr s aIcxk G352 L,

<Ri% - ARICEEY SERLDIE>

(1) AFIDOFERIZHT=> T, MHHEEORBEEZP T, JRRIE UTEEZMEHER L, SIROTEH
BB NROBIE OB G L EbDH T L,

(2) —REIYEIZRNT, /NED 1 AFRGEITRADIEEMNE (1 A 400mg) % HRETDHZ L,

(3) AT EEIHEL A S7RWVEEZRW LHFEEED LA 2 TRk L, 1 A 400mg 47 2 #
HA5Z L2k, @E 2~5 H TERITSEEIN 5, SRR LT H#51% 2~3 JEEikE
THIENBEL, £72, LUAFRTIRILFER OB G RYLETH 5720, FHIREIR
TR H 5 BEETIE, 1BBETH, I 2~3 BRI G- 2k UER 2825 5 BN H
%o 7235, BEHHARHTEIROSEL LI/, BN L U R ZIEN R EHHF (/7
VREANE) ~OEERLETH D,

(4) BREGEADIEGRE (2A ) (IR~ A 2T TV A - TEY LI T Ly T A
(MAC) JEDIRFRIZHWD8E, ENAOERHOHA KT A4 % Sh BB REEIT) 2
&

(5) P RMESIEARBIERERE (oA X) 1RE D $EFEME MAC JEDIRIFRICHW D356, BRI SIS
H7RUED TR DIV bkt 59~ & ThH D,
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(1) BERT—2/19 55—
LR L
(2) ERER#R
LR L
(3) ERERFEEER
LR L
(4) BRI
LR L
(5) HREIREER
1) EELLEATRERGHER
BRI L
2) HEHER
BRI L
3) REeHUHR
BRI L
4) BE - WERIRER
BRI L
(6) AEIfEA
1) EARERE - FEEARERE (FHRE) - RERTERERGER (TREERKRSER)
BRI L
2) AB&EHL LTREFPEDONAEXILEE L I-EHROBE
%Y L
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<DAILY MED (USA) , 202345 H Rk >

Z4 KE

=t Ajanta Pharma USA Inc.
W5e4 CLARITHROMYCIN tablet
HIE - Bk | 250mg, 500mg
INDICATIONS AND USAGE

1.1 Acute Bacterial Exacerbation of Chronic Bronchitis
Clarithromycin tablets are indicated in adults for the treatment of mild to moderate infections caused
by susceptible isolates due to Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella
catarrhalis, or Streptococcus pneumoniae.
1.2 Acute Maxillary Sinusitis
Clarithromycin tablets (in adults) are indicated for the treatment of mild to moderate infections caused
by susceptible isolates due to Haemophilus influenzae, Moraxella catarrhalis, or Streptococcus
pneumoniae.
1.3 Community-Acquired Pneumonia
Clarithromycin tablets are indicated for the treatment of mild to moderate infections caused by
susceptible isolates due to:

- Haemophilus influenzae (in adults)

+ Mycoplasma pneumoniae, Streptococcus pneumoniae, Chlamydophila pneumoniae

(Clarithromyecin tablets [in adults and pediatric patients])

1.4 Pharyngitis/Tonsillitis
Clarithromycin tablets are indicated for the treatment of mild to moderate infections caused by
susceptible isolates due to Streptococcus pyogenes as an alternative in individuals who cannot use first
line therapy.
1.5 Uncomplicated Skin and Skin Structure Infections
Clarithromycin tablets are indicated for the treatment of mild to moderate infections caused by
susceptible isolates due to Staphylococcus aureus, or Streptococcus pyogenes.
1.6 Acute Otitis Media
Clarithromycin tablets are indicated in pediatric patients for the treatment of mild to moderate
infections caused by susceptible isolates due to Haemophilus influenzae, Moraxella catarrhalis, or
Streptococcus pneumoniae.
1.7 Treatment and Prophylaxis of Disseminated Mycobacterial Infections
Clarithromycin tablets are indicated for the treatment of mild to moderate infections caused by
susceptible isolates due to Mycobacterium avium or Mycobacterium intracellulare in patients with
advanced HIV infection.
1.8 Helicobacter pylori Infection and Duodenal Ulcer Disease
Clarithromycin tablets are given in combination with other drugs in adults as described below to
eradicate H. pylori. The eradication of H. pylori has been demonstrated to reduce the risk of duodenal
ulcer recurrence.

+ Clarithromycin tablets in combination with amoxicillin and PREVACID (lansoprazole) or
PRILOSEC (omeprazole) Delayed-Release Capsules, as triple therapy, are indicated for the
treatment of patients with H. pylori infection and duodenal ulcer disease (active or five-year
history of duodenal ulcer) to eradicate H. pylori.

« Clarithromyecin tablets in combination with PRILOSEC (omeprazole) capsules are indicated for the
treatment of patients with an active duodenal ulcer associated with H. pylori infection. Regimens
which contain clarithromycin tablets as the single antibacterial agent are more likely to be
associated with the development of clarithromycin resistance among patients who fail therapy.
Clarithromycin-containing regimens should not be used in patients with known or suspected
clarithromycin resistant isolates because the efficacy of treatment is reduced in this setting.

1.9 Limitations of Use

There is resistance to macrolides in certain bacterial infections caused by Streptococcus pneumoniae
and Staphylococcus aureus. Susceptibility testing should be performed when clinically indicated.

1.10 Usage

To reduce the development of drug-resistant bacteria and maintain the effectiveness of clarithromycin
and other antibacterial drugs, clarithromycin tablets 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.
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DOSAGE AND ADMINISTRATION
2.1 Important Administration Instructions
Clarithromycin tablets may be given with or without food.

2.2 Adult Dosage
The recommended dosages of clarithromycin tablets for the treatment of mild to moderate infections in adults are
listed in Table 1.

Table 1. Adult Dosage Guidelines

Clarithromycin tablets
. Dosage Duration

Infection (every 12 hours) (days)
Acute bacterial exacerbation of chronic bronchitis 250 to 500mg? 7°-14
Acute maxillary sinusitis 500mg 14
Community-acquired pneumonia 250mg 7¢-14
Pharyngitis/Tonsillitis 250mg 10
Uncomplicated skin and skin structure infections 250mg 7-14
Treatment and prophylaxis of disseminated 500med
Mycobacterium avium disease me

ycobacte avi
H.pylori eradication to reduce the risk of duodenal ulcer
recurrence with amoxicillin and omeprazole or 500mg 10-14
lansoprazole
H.pylori eradication to reduce the risk of duodenal ulcer 500mg every 8 14
recurrence with omeprazole hours
a For M. catarrhalis and S. pneumoniae use 250 mg. For H. influenzae and H. parainfluenzae, use 500 mg.
b For H parainfluenzae, the duration of therapy is 7 days.
¢ For H. influenzae, the duration of therapy is 7 days.
d Clarithromycin therapy should continue if clinical response is observed. Clarithromycin can be
discontinued when the patient is considered at low risk of disseminated infection.

2.3 Combination Dosing Regimens for H. pylori Infection

» Triple therapy: Clarithromycin tablets/lansoprazole/amoxicillin
The recommended adult dosage is 500 mg clarithromycin tablets, 30 mg lansoprazole, and 1 gram amoxicillin, all
given every 12 hours for 10 or 14 days.

* Triple therapy: Clarithromycin tablets /omeprazole/amoxicillin
The recommended adult dosage is 500 mg clarithromycin tablets, 20 mg omeprazole, and 1 gram amoxicillin; all
given every 12 hours for 10 days. In patients with an ulcer present at the time of initiation of therapy, an
additional 18 days of omeprazole 20 mg once daily is recommended for ulcer healing and symptom relief.

» Dual therapy: Clarithromycin tablets /omeprazole
The recommended adult dosage is 500 mg clarithromycin tablets given every 8 hours and 40 mg omeprazole given
once every morning for 14 days. An additional 14 days of omeprazole 20 mg once daily is recommended for ulcer
healing and symptom relief.

2.4 Pediatric Dosage
The recommended daily dosage is 15 mg/kg/day divided every 12 hours for 10 days (up to the adult dose). Refer to
dosage regimens for mycobacterial infections in pediatric patients for additional dosage information.

2.5 Dosage Regimens for Mycobacterial Infections

For the treatment of disseminated infection due to Mycobacterium avium complex (MAC), clarithromycin tablets
are recommended as the primary agents. Clarithromycin tablets should be used in combination with other
antimycobacterial drugs (e.g. ethambutol) that have shown in vitro activity against MAC or clinical benefit in
MAC treatment.

Adult Patients

For treatment and prophylaxis of mycobacterial infections in adults, the recommended dose of clarithromycin
tablets is 500 mg every 12 hours.

Pediatric Patients

For treatment and prophylaxis of mycobacterial infections in pediatric patients, the recommended dose is 7.5
mg/kg every 12 hours up to 500 mg every 12 hours.

Clarithromycin tablets therapy should continue if clinical response is observed. Clarithromycin tablets can be
discontinued when the patient is considered at low risk of disseminated infection.

2.6 Dosage Adjustment in Patients with Renal Impairment
See Table 2 for dosage adjustment in patients with moderate or severe renal impairment with or without
concomitant atazanavir or ritonavir-containing regimens.
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Table 2. Clarithromycin Tablets Dosage Adjustments in Patients with Renal Impairment

Recommended Clarithromycin
Tablets Dosage Reduction
Patients with severe renal impairment (CLcr of <30 mL/min) Egi&;i;ﬁfygﬁfii&is by 50%
Patients with moderate renal impairment (CLer of 30 to 60 mL/min) Reduce the dosage of
taking concomitant atazanavir or ritonavir-containing regimens clarithromyecin tablets by 50%
Patients with severe renal impairment (CLcr of <30 mL/min) taking Reduce the dosage of
concomitant atazanavir or ritonavir-containing regimens clarithromycin tablets by 75%

2.7 Dosage Adjustment Due to Drug Interactions
Decrease the dose of clarithromycin tablets by 50 % when co-administered with atazanavir. Dosage adjustments
for other drugs when co-administered with clarithromycin tablets may be recommended due to drug interactions.

2. BIMCE T HERIREHR
AKIERZHBITF HHEH EOFEOHOFHEK EA—A N T U TR E TR 725,
( TV 10. #F, el $RASE~OEE ] OHEESH)

Drug Name Category
A=A NZ7 VT DIHFH clarithromycin B3
(2021 4% 4 A#gR)

2% PFEOME
A —A N7 U7 D4%¥ (An Australian categorization of risk of drug use in pregnancy)
Category B3 :
Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or other direct
or indirect harmful effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.
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