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77V Axn~< 4 ¥ vEE200 [TCK] 1, JREERA SR TEEEEL S & L CHIFE % A L,
PRHEFEE 481 5 (1999 4 A 8 H) 1cHO & A&FZHIGE L. 2006 4 3 A ICKZZ 1T, 2006
7 HFFRICE S 72,

F72.2007 F3 Hic [HEE -+ fBBEECBETs~)asx—-va VIERGE| ic [ 7
Fy)Ruw AT Y, TEFLL) VKRR OA A 77— itHOEE ] oRERUCHE
DB, 2010 4 4 A [IERSZMETTREEIE | O#hEES 3R, AEKI CHE DB, 2010 4F
11 Hic THEES - o BEEEcsd s~V anxsz—-va VBYE| 2 [~)an~sx
— - v VERYE ] R EML, [~V annsx— - va D EYYE| i< [H MALT V) v
S, RRFETE MR PSRBT E I A N IR E IcB T 2~ Y a sy
Z— - ¥n YRYYE | OWEIGEDEML, 2011 F 8 HIC [~V a7 x— - o JRRGE] I
(27 2a~A vy, TEFVY) VKR O T RTZ =G+ )y L OYE ]
OFEKMUCHAEZEML [Fa b v Ey 74 veex—] Lz, 2013446 Hic [~
Vansz—--vea ) EYYE] 1 [~ a7 x— - vo ) EEE R OBIGHEDIBINA K
maEniz,
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LR 577,

2. HROAERFNEE

KN, 77V An~ 4 v (HE) 2B 32~ 70 74 FRIUAEDERFCH 5,
FREIWEM & LT, —RESYECIIIEM. TH. FIEERE% . AST bR ALT bAos, JEf
YT RE CIX T, FFRRER 2, ~Y a7 X — - v'u U RRYYIE Tl TR, BRfE, IR
HRERD L EXREWEHE L v avy 2. TF 74 7F > — QT LR, LEHEM (Torsade
de pointes Z & {r). (LEMB). BUREMFZ. IFEREREE. &E, FA2. MR, ek
WA EMEE N, AR MREERERE, hE R ISR AE (Toxic Epidermal
Necrolysis : TEN)., ZERIRIRAEMERE (Stevens-Johnson fEMERE) . % IEALEE. PIE fEMERE - [
VMR, IR, IMERIG R, BBUHRRE, K8, StEBREE. PRME R
B R, IgA ME R, EAMSBBUEEER2 S bbhs e 23b 5, ([VIL 8. EIfEMH] 0
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1. R5E4
(1) M4 : 77V 2u~4 ¥ v 200mg [TCK

(2) ¥4 : CLARITHROMYCIN Tablets 200mg [TCK |

(3) &Ik
AR HR 5 —fREI AR + AT + SR+ S

2. —Mx#&
(1) M : 277V 2a~A4 vy (JAN)
(2) ¥4 : Clarithromycin (JAN, INN)
(3) R T L : Streptomyces JEDFEET 2 FIAEYE ¢ —mycin

3. BEAXITMHER
BE

4, DFRAKRUIDF=
DT ¢ C3sHeoNO 3
HTFE 747.95

5. tFEH (&) XIIEKE
(2R,3S4S,5R,6R,8R,10R,11R,12S,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)

i

6. BR%&. &, KBS, L5ES
—f& v AR TV %5 : CAM
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1. YEBLFNEE
(1) A& - R
Foff st oK T, HWITE W,
(2) Btk
T by XIFZ7eafiLiceRETed . AR/ =L, 2& 7= (95) NiFvF
VI =T MCEEFIT L L KIIFE A LT R,
(3) BTt
HUERZR L
(4) Bhm (DR, HA. BRES
Al 220~227°C
(5) BIBERETH
FRUER L
(6) A EHREK
FUBER L
(7) Z0hoERRME
FRUBER L
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AU ER R L
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SRR ERE
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IV. ®HFICEET3IEE

1. Az
(1) FFDX5H
8EHl (7 4 V23— b EE)
(2) BHIDOHNER R OMER

¥ASI i
EE(mm) | EE (mm) | EE(mg) :iiz

_ Ht
7o) xua~wAL T VUi @
7 4 VI

200mg [TCK .
I — e

AR5E#

8.7 54 250

(3) #ala—F
Eioned ZINEN TR

770 ZAu~A4 > v/ 200mg [ TCK] Tu 606 Tu 606

(4) &HEIOYE
M ERR L
(5) Zonfth
FY L7z

2. BIF DHERL
(1) B n CEHRD) DEERURIA

HRrE 4 wRIE (1 8EH) Al

7uARE Ny, BEEEKT A EE.,
ZAFT VYV~ AL VA, B R
o) zu~<wA4 TV

7S5 ) z2u~A4 s UiE i rug—2, KUYV
(HE)  200mg (/1
200mg [ TCK |
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RXR—}F 80, O Aun—xX, w7/
o — )L 6000, LT %, ArFv
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H

(2) BREEDRE
BN
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AN

3. NTBEROEREVRE
ML



4, Hif
7Y z2u<42y (CsHeNOpi3) & LCoB2EE (Jiffi) TR,

5. \BAY 2 AIREIE D & 2 RMEY
L ER R L

6. HAIDEBERHTICHITDLEM

AEIHH K U
ARERE H B
JEE7N HD 7 4 V23— g
itk 52 AR EN I
Blkg c idAet e 252
BERG
B iz w22 2L, BhICRO~FEEOICED

TRAMBIN 2~ 27+ v
HIR& I8 2980cm . 2940cm!. 1734cm'. 1693cm. 1459cm!.
1379cm!, 1171em ! fFUTICRIN % 585 5

BIF S —1E HIEMEIL 15.0% % 2 72

(&R~
B 30 rREIOEHFEIT 75% LA ETh 5 GEHEABRGESE 2 5, pH6.0 DV v
KT F VYL - 7T VRN, 50rpm)
Koy 7.0%LA T
iE &= FIR I NN D 93.0~107.0% % &
<pnREER >V

RESAE 402 1°C. 75E5%RH
TLEEFZRE © PTP ©li

ABRAE AL
Ll 15 Ht% 3 1A% 6 /1 A%
HED 7 4 v L
E2TN it L it L Zbs L
a— kg
e Wy PRy PRy Wy
UL — Wy e PRy Wy
B HE Wy PRy PRy Wy
K5y Wy PRy PRy Wy
100.3 99.3 100.8 100.5
ERE (%) 99.9 99.3 100.7 100.9
99.8 100.1 101.3 99.7




<EIETOLEM>

SERE 11 4 8 A 20 HAH e « 71 7' A Kl fECL IR BE C oL EREEIC O WT (BH) |
(AAJRBEEAIRTS) #5E1c, BOEREDHERZ 1T - 72,

HiE R
Mt | ReH Bt — -
BrARE 1 #H 2 i H 3 H
HED 7 4 v HED 7 4 VL
R g g | EfemU | EmL | L
40+2°C R 2.0kg DLE 10.6 10.1 9.8 7.9
N (kg) (%) ' ' ' '
| o
RN BT 30 99T, 7596 MLE 92.1~98.4 95.5~98.6 | 92.2~98.1 [97.1~101.5
X\ AT . D . LT . A .
(%) (/M ~F A fE)
e 93.0%~107.0% 99.3 93.7 100.1 98.7
(%) (1) ' ' ' '
Bt 7 4 v L HtD 7 4 VL
EX s g | EfemL | L | sk
25+1°C T g > 1 2.0kg LAk L0k - 6 60
o 75+5%RH|  (kg) (%) ' ' ' '
biTA
| A | 30 0H. 75%ELE 92.1~98.4 | 96.4~99.8 |92.9~98.7 |97.5~100.4
i) (%) (B M~ B KA ' ' ' ' ' S '
e 93.0%~107.0% 99.3 96.7 100.7 99.7
(%) (1) ' ' ' '
B FEER
ATt HesTE H Btk "
BRARIRE 60 J7 1x * hr
HEBD 7 4 VL Bt 7 4 VL
PEIR . . Wi L
5 *1 2.0kg LA F
tin B e 4 10.6 7.1
y | mYwE (kg) (Z%)
10001x/hr | yEHAME*2 | 30 R, 75% 0Lk 02 1~98.4 0691015
REEE | () (/M ~ A ) T ' '
ER? 93.0%~107.0% 993 96.0
(%) (1) ' '
*1 n=10 OFEHE
*2 n=6

%3 n=3 OVl
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&Y L7z

8. b & DECAE(L (WEILFMEL)
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9. AHM
<BHEHICH S BEEHE >
BT O BB A 15 4 (BRI 786 5, 2001 5 A 31 H) 1o
075 ) A m A 5 200mg [TCK] GBI & 7 5 ) A5E 200 (BEHERAD & o
B O B2 17 o - S5, 2C OUSIHBTAHEI B CRAIRIRA 4 F 5 £ ¥ O
) [ 5 ok > I HEICSE A L 7z

GRS
OpH 1.2 (#5750 [E]4iK)

FBRHERIR DI BUE & 1072 GBRIRERE] IS 35 1) 2 IR O 172 O VAR 2 7R 37582 7o IRf i

(45 73). BOHUE T 7=l BRRE (120 43) iIcdB T, BRI o P57 SR 13 AR e i
H DR HE 8% K N £ 15%DHIFHIC B - 72,
OpH 3.0 (%57 50 [BI#5)

AR LA S OEEHE R o P IR 1T 15 0 PANIC 85%LA B T°H o 7z,
OpH 6.8 (%57 50 [BI#5)

EHE R O SFH IR DS 40% K% DY 85%FE & 72 232 72 2 iR (10 43 R TV 45 4p) Icd
T BRI o P SR AT E B 0 IR R £ 15% D HiFR I B - 72,
O7k (1857 50 [H1Hx)

BRI D BUE & 072 BBRIRERE I 35 1) 2 IR O 172 O IR 2 7R 37582 7o IRf e

(60 7). B UHUE X N7z i BRI (360 43) 1Cd\ T, BB O P57 HSR 13 AR HE &Y
i DGR R £+ 8% D #EIH IC B - 7=,
OpH 6.8 (#3457 100 [a]Hz)

FEHERIF D IR HIE DS 40% K UF 85%FHL & 72 Y 7n 2 WL (5 0 UM 45 4)) ickWw»
T BRI o T R AT HE B 0 SIS R £ 15% D #IFR I B - 72,

FERAHE (%)
L )5 B SEEEHE D
VA EBR S N AR N
) 7 7 ) Z$E 200 2% (%)
$t 200mg [TCK |
45 40.9 40.1 AN
pH12 | 50 [Eldiz/5
120 84.2 82.6 AN
pH3.0 | 50 [Al#E/45) 15 101.5 95.6 iR Y
10 48.0 47.1 AN
pH 6.8 | 50 [Hlfiz/5y
45 82.5 87.8 AN
60 9.7 14.8 AN
7K 50 [Bl§5/5>
360 19.0 24.7 HiPH N
5 35.3 30.4 HiPHMN
pH 6.8 | 100 [El#5/5
45 86.8 94.2 HiPH N
(n=12)
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pH 1.2 (457 50 [H14x)

—e— /5 UROYA T UER
200mg [TCK]J
—0— 7 7 1) X§8200
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BB ()
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pH 6.8 (15} 50 [A]¥x)

—e— /77 ROYA VIR
200mg [TCK]J

—o— 7 7 U Z§£200

30 60 90
BB ()

(n=12)

pH 6.8 (5> 100 [A1iix)

—— /77U RATA VIR
200mg [TCK]
—o0— 7 7 U X§£200

30 60 90
BB ()
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100
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100

pH 3.0 (% 50 [Al#x)

| —e— 77V 2OTA VR
200mg [TCK]
—o— 7 7 U R$£200
O Il I
0 15 30
AHER (9)
(n=12)
K (FE5y 50 [AlHiE)
i —e— /7 YRAYATVEE
. 200mg [TCK]
| —o— ¥ 5 U 28200
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BHEE (9)
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V. BEICEET BIEH
1. MEEX IZHHE

O— R RRFIE
GEISETE)
AENCRMED T FUKER. LY YIERERE. MAKE, €E57€7 (F7v1n\X3F)-Hh%
T7=UVR AVTZILVIVYE, LYFRIE. AveEAnNIZ—E, R7MX ML 7O
YHRE. 7V7ITR. <4377 X<E
GEFSEE)
RUEMR BRI, FEMREBRRE, U /38 - U/, 1@UREE. M - 85
ROFMEIZFED ZRESE, IIFEERS. WEE - BEx, Bikk, aMIEIL. WA,
FhiRE. BUEFRIFRED _RER, REL. FERREXR. BREUBX. REL. B8R
%, HEMERA. REREKX. EX
OERER B EE
GBS HEE)
AENREEDY A ANTT YU T LR
CGEFSTE)
RAANITFYUI L - TET LAY T Ly 7 X (MAC) E% & UIEERMERBEE
O~NYangz— - eal REE
GESETE)
AFNBEMEDAY aNTZ— - A
CGEFSE)
BES - T21EBES. B MALT U v/ &, FREM/IVMRBAEEIE. RHBRICHT
ZRBEHEAERBICEITEAY AN Z— - EOYRBRE. ~AVanNsx—-enVURk

B %

MEEN IR ICEET 3R

5. WMEEX I RICEIET 2FR
(—ARRRAAE © MHSE - MREEA. Rk, SMK[EIA. BEUEBR. FEXA. BISEX)

51 [HMEYEEEERAOFT &) Y 2L, JiIHERG O LEEZ R L 72 £,
KA DG 2358Y) & W S n a5 IG5 352 L,
(NYanggz— - ol BRIEGE)

5.2 HETHE MALT V) v oSBEICH 3 2~ a2y 2 —- o ) REGEO G E IR L
T,

5.3 FEFRMEM/NMIR A SR IC LTk, #4 F 74 vEE2SBL, ~) a7 x— .
v Y BREGEAEY) &I X B REFIC D ABREREE T T &,

5.4 FHAEREICN 3 2 NEREENRREEUACIE, ~) a7 2— - v o ) RERZIC X
% BIE O FEREMFN T 3~ 2 AR IFHEL L Tuhdev,
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55 ~Janyz— o VEEFRICHCIERICE, ~Yarx— . vo ) B3EET
H5TERUNRBEREICL Y~V a s 2— v VEREFRTH D L 2R
5 ¢,

3. ABERUVHE
(1) AERUVAEDRED
(—RRRESRAE)
WH, RACiZZ 7 ) 2a~4 > LT1 H400mg (Gifli) % 2 [\l <RO&5 4
%,
k. . GERIC X VIEERERT %,
(FEFER BB E)
WH, RACiZZ 7 ) 2a~4 v e LTC1 H80mg (Jifli) % 2 [/ TR sE 4
%,
¥, Eln, BRI X VIEEERT %,
(NYanygz— -0V REAE)
WH, RAICIZZ 7 ) 2u<4 v e LT 1 [E200mg (i), 7EF2 20 vkf®e L
T 10\ 750mg (Jiffi) KOF v b vEy 74 veex—o3FlxFRE 1T H2E, 7HM
EOR59 5,
BB 77V ABRA L VIF BECIGC GEEREST 22 LA TE 5, 7272 L. 1 [ 400mg
(i) 1 H2E%Z EREF 2,
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