* 20244F10 H T (BR2)0
2023fF11HERET LA

(D2 IR B E A
WMBERERD
75/ 00—z

7 JI)DO—)Li25mg -1,
7 J)O=—)Lg50mg -,

ATENOLOL TABLETS 25mg “TOWA”/ TABLETS 50mg “TOWA”

R EERE
RN« 36
) B -EMFEONSEIIIVERTLIL

BAEERRNEES
872123
$£25mg #£50mg
HREREF | 22500AMX01217 | 22500AMX01218
HR e G 19924E7 A

2. B2 (ROEBHC(FBRELARWZ L)

2.1 RFND Rk U EE OB D b 2 BE

2.2 BERWHES T R—= A, BT R—2 2 0H 2 EE
[7]’:/ R—3 212 & 5.0 UHE 1 O Ml 2 ¥R 2 B2 d
%,

2.3 BENMERZETSAHRIK. FEJ7ov s (0. ME).,
B0y 7, AREEHEREOH DEE (25 OERNENLT
LBENNDH D]

2.4 DEMS a v I 0HZEE LOEEZMHEI L. ERIE(ALT
LBRTNND 5]

2.5 fiEIMEICXDAELOAEZDOH S EE LOKEEZMK L, fER
MET DBENND 5.]

2.6 SoMMELALDHZEE LOKAEZIHEI L. ERIE(T
LBENND D]

2.%{&%1!}5@0)%%‘ LOHREZ G L, ERNEAT 2B 2NN

%,

2.8 EEOKRMMEBRMEDD 2HBH (BHS) UERNELT S
BENNRD 5]

2.9 RIBEOBOHIEESXZINTH 7 A—<DEE [7..
9.1. 95 M]

3. HERK - TR
3.1 #ARk
k5t 77/ a=)VEg2smg [N—") |75/ 0—)V§g50mg [h—"7 ]
15 o HE Y7 ./Oo-—)b HE Y7 ./O0-—)b
NS | ceerereeereereeeeee e OBME|  weeeeeereeeenneeenneeans 50mg
ryrOaSTF T REYTRIT A “553".‘/\
FE U IVERES N ‘7‘A\ ATTY BT R T A
SRR t/oxo—x, ErZUYwY >, BikFy, xrno
a—)16000
3.2 BF DMK
ot |77/ 0-)gismg [h—7) |77/ 0—)Vs0mg [h—1)
THRIR - FE HED T )V AI—F 1 278
Al a— R TwTM25 TwTM50
- ™
e | &2 @ @
A = —
E 2 (mm) 6.6 8.1
JE & (mm) 3.2 4.0
'H & (mg) 108 214

4. FHEEXIZNR

OFENSMELE GiE~PEE)
ORILEE

O4EMRMETEENR CRIESEM. HASMIRHE)

6.
(F77/8—)bfE2s5mg [b—7 1)

7.

RERVAE

AR AICE28E (Y7 /0—)Lb &L T50mg) Z1H1ERO#KE
T2, /2B, Fip. ERCKXOVEEBER TE22. RERI31HL
[E4¢E (100mg) £TEY %,

(F7/B8—)lE50mg [b—"71)

WERRAICZLEE (Y7 /0—)b &L T50mg) Z1H1ERO#KE
T 5. IaB, Fin, ERICEOBEEHERMTES2, &Ea®IF1AL
F2§¢ (100mg) £TET 2,

RERVRAECEET 2:ER

BWEME XIS H > TV F = DEFH TR, o EHHTHM
R ETTO RRICAKIZRG L, W o EWAZHAT S &,
[2.9. 9. 1. 9%

8. EENREFRNIE

8.

8.
8.

©

9.

9.

9.

9.

1 BHR5OHEE. OEERE (IR - 0E - OB - XS
ZEMICT S 2 & RIRUIRIIEDRERDS S 5 b /=551
X BEXEHRIETSZE, £, BBEISLTY hOE S EHH
T35 &,

7ed, JHHEEE. B MIRBFICHEET 2 2 &,

2 FUEE (Fo 75 o—)UIERED T OBLE O B

TRICHEGZEP L&, SERNEALED, LHBEEREC
LRI HE SN THD DT, KEZET D5HEI3R % ITHEE
L. BgZ2+0Ifr5 2 &

e, BECEMOBEREUVICREZRIELIEWESEET S Z
Lo PMELS DM, PIAIAERTRETDHETH, KT
FHE ICBWTRFEMOTEREZT 2 I &, [9.85HH]

3 Fifrar48IE a5 Liah Z EMEEL W,

4DFEN, S5DENHSDLNDTENHZDT, KRG HD
BE (RRCHRSOMD 1Tid, BEEOERSERZ M D RO #
EIRERSELRVWEOITET S I &,

. BREDEREEIHEECHTZER
1 BHHE - BIHEBEFOH HEE
1 [REXRE. [SEXEROETNOHSEE

B toiTy, HEIKEGET2ZE, [REXEMHL. WHE
FEIRDSFEFENIEL T 2 BTN D 5.

1.2 SoMBELTFEDEETNDHBEE

PFY Y ZAKEHAT B EEBICRE TSI L, LHEREE I
L. oM OAENRET 282NN DH 5,

L3 EMPEE. 32 bO—IVAR+RRERE. REBBERRKED

£E
MBHEICER T 2 2 & RifkE D FiEKEEIR T b 2 BRSO 52 R
BRRIGEIAZ LT,

1.4 BRIRPSBEDOESE

(1) KEZ2ETIEGICIRLITHEEL., BRE2TRICTY 2 &,
ARk EEFRIET S &, EREBEBLLI®EDZEDH D,

(2) TEEREY AV THBENNDH D,

1.5 EETRHRVWAHEBEREZEDH2EE (L1 / —iEIRE. BX

IR ITAES)

ERDEALT 2 BZTNNDH 5,

1.6 ®RIRDDH 2 EH

BIRDEALT BTN D D,

1.7 BE70vY (IE) OHEE

FEEAERMNEE L, ERINELRTI2BEN0H 5,

1.8 REEDES

SEIRNE(LT B BENNDH B,



9.1.9 BEMIBENB/NSHTYF—TDEE

AR OEMEEICL D ZMTMEN LRI HIE0H 5,

7. 2]
9.2 BitEERERE
9.21 EBELEREOHLEE
DVLYFZ e D UT T AEHN3mL/ )

[2.9.

RERIR S il 7335mL/ 73

UToBaR#5MEE0EdmE, EHEICRETHIE, EYo

PRl EZE 51T DR B B,

.3 FFigeEREE SRS

3.1 BEELRHEZEDOHSEE

EY OB T BEE ST B RENEN D B,
9.5 1Ti®

o ©O

IR /IR L TO 2 uREE D & 2 IR, 1R LOF Mk
NEREZE LR D SHEENSEEICOARET ST L, BRI
frlge@ilE L., WHMcds5bnd, £k \MEEDEREAND
BEICKVRIBDOFHERIENED 5N/ EOWMEND 5,

IEIRP O EITE O, B AERITELE RN D 5Nk LDk

HRDH B,
.6 RELF

[16. 3% ]

©o

AT OLMEITHET D LT, PUEHITHEGTIHEC
3, R ehibhEEs L, BAPARREICBITT 5.
RAPOEEITXD, FAERIELE. RIRND 5HN &0l

HENH D, [16.35MH]

9.7 /©NR

INBEENRE U AR ORZEEEEE S L EBRRBRITHE
WL T,

9.8 EhE

RO FITER L,
LB HEEICREGT 5 I &,

DENS G ERIET 578 EBEDIREE B

S BE O MERE T OMREMH BRIk, OfF R, OFRE%) I07E

B3I &, @mmE T —RITERKRE (O,

B RES)

(8. 22 ]

MEFL TV,
CERETE RICGREORERFELLAVEINTVS,
BEENEZIZBZNNH 5,
- REERET BT, RAICHET S,
10. #HE%EHA

10.2 HAEE (BRICEET S &)

PR

FRRAEIR - HEE T

Wy - fabiE T

FV D LA
NI /NI
DINFTEL
ZT7rxYEVE

NINI), DIVFT
T LAETIE, KIMLE,
Wik, EEITOY V%
DIZEREE, LARD
BT 2BENND
0 b/ R
ELAREENHLDT
WETDBRERETD
Z&, Xk, YERO
P YREFRTHE
M. DAENFEHRT
LBTNNHZHDTHE
B92I&,

KEIINS TV L
tvsilok i dc e Y
9% B 5 1148 P
EbIBH L,

AR (LAILHE 7
5 R D IR
ML BERERS) 238
I D,

raz=yr

7A=Y O H Ik
BOUNT > REZ
(e EF. SEH. W&
[5F) EETRT 2 ARE
YENH 5,
raz=y > EHRIETS
Laicid, RElEEIC
IR, Fo®%KARM
B L% so0=Y
CEHIETSZE,
/A = s/ =Y N
HANE5Z2EEY 545
AliZ, roz=y o
HIELEBRBEENS A
HE5dTsZ &,

rOzZyr ERSIN
TWwWalEETI/IO=y
CERRIETSE, M
N7 aA—=I)V7 IRk
AU, MEERZZ7-
9. BIENHINER G S
nNTnws &, hya—
W7 22 & D afilig
TERDMEALIZ/R D, I
BEILHEDSE 5 ITHEIR S
ns,

it DO BEREHIE] (BR
Ik, LARE) b5
DA, O Ik /R R
ICEDAREMNENSH DD
T, BT S EHEE
T2 L,

FIARBEIRANZ 22 S
VE R Je OB PR 2 IR
EHT %, BiEWHE
HFA—=IT I D
MAzEEKTEHIEITEX
0 LB RE 2 HIH 9 2 72
W, PEAIC & D OHERE
EEICMH NS,

A4 HRIRAEIR - HEE T 1%

W - fEbRIE T

SEIEARE RIS K U | SRR O 3 O 1
MR 2 |6 @RIR. 025

FAEICIER G
@ﬂ%%)%%ﬁéﬁ

fth D5 BEETIENDHDD
LEILEY T, WERITHHEHER
BiEW A (FF | TEETDHI L,

0 — )L %5 D s R
HEEE) %

AR A MBERE TEA SRS | B 2ME T35 & H
POV, ND2TENDHD, £|73—NT I HNEIE
MLT& 3R fov ARMEHER IR |25 0mEh, FTo
Tt RhAFH 3 |H) EXRAITDIL | Y- >N RE
e MNH2HOT, MPEHEIC | 2L, mfEz L7

HETHI L,

'3,

ZOEE. gD B2
KAENER TN TN D
L. HFaA—INT I
12 & B ikl SR A
WA 5N, MEERE FE
PN EEER S 2 n] ek A
HbH, BH. hra—
VT 2 DA E
a8, LiED
B1ZBRARDER S 1
TWa &, DMAkOHE
A ETS, MR &
S 7R AR MBS E IR A3 < A
DINBEHEEZS

YIFAnoE
JRRERF RSHEBEARASSS E O L | BRERFNC & 0 K E A
RTINS [RIED ) Z 7 A | 5 & RO SR

T25IENDHDBH, F
7o WEE OO HERE S
PRIR. OARSE) 2
H5 O, DL/
ZILICE 2 RN &

D,
BRIZIER O/NE N
JER B A 2 BT B
Lo Frz, DmAHIE
MZEHTDIMEH &0
ﬁﬁg&%éﬁﬁﬁﬁ
52 &,

MWEZ D, B IEWAIAN
HHENTWD &, K
WD SR Z 59D, K
MIEATRD 5 N % I fE
PEDBH %,

e, BUEEIERZ
A9 DRREAI T, A
HIZERzE@BRSE
2o

TFL ) ZBA

5 2 AR 35 I [ A% I K
L. ik, BE7Ov
DENFEHT DM
HHOTHEETDHZ
Eo

DEEY YR, BIEEH
13 &b ICEEMEIRE
KzEESE5, &
F& U 2RI
KHEEZET %,

AT DA KHEH
KA
(P EAS Y
%

AF D AR AT S
T2IEND B,

JER T OA REFIRE
A& PRRIE A 2 A
ERSASY AR A
S DERERET 5,

NTn3,

SEIREARE R A
7 RLF &

FHH D SR A D 3h R D398
5995, £/, MBI
ME. MEEHRZ2E/ZT
TENBDHDTEET
5T &,

MAEIEMRZEES
%, aflEIERZET
LEANDBZEITIT, A
FNZ &0 3 AR 78
HlD B HIBAE A Dl
TN, o FIBE A E
A&7 0, I IGHE A
B,

T4 >dUER

T4 >dUVEROEKS
PHIARFIC AR 2 OF
5 L EHEORIKRP LT
Ow 7 RRHENSZ
EMNH B,

HIZRIRPLTO Y o
%W%EZ?B%hﬁ
%,




1. Bl{EA

ROBWERND 5N ENHHDT, BEETH/ITTN, B
MR 5N ARG 2P IET 7 Sy AE E1T5 2 &,
1.1 EXAZENWEA

1M.1.1 #ik. OFL. LHELEEXR EE70v4, AEZ7Ov Y.
KEEESEIMENE (WINHHEER)

11.1.2 MRS, BRIE (W BH0. 1~5%KiH) . [EEE (0.1%
A5

1. 1.3 M/MREAEE. %B% (W HHEERH)

1.2 20D EIER

0. 1~5%A{ 0. 1%A i BEEAH
i EE B, TORE
R [EWIE S TR BRI
AR ifiL g 8 R, B
TEER SR MR, L1 —

FEIR, FIRVERAT
SO (M| L&, FIR. RS

. D FEWN

R FHES DR . [BEL. EE. ZH0
HUE. H Ak, S

g, MEit, #& | 2O - B EEEA PR, Bk A
MR SRR IR, R
L. HE)E

(ng/mL)
250 1
—o— 75/ 0—)L§E25mg [h—"]
7 —e— 7/ —3 s
200 A

T mean—+S.D.,n=13

4 8 12 16 20 24
5% OR5H (hr)

HIEINT A—% BEINT A—4
AUCo-24 Cmax Tmax T2
(ng + hr/mL) (ng/mL) (hr) (hr)

77/ 0—)VEE2smg [h—"7) | 1762+279 | 181.8+26.8 | 3.19+1.28 | 5.46+0.46

T/ —3 825 1713+406 | 190.9+£47.6 | 2.81+1.01 | 5.43£0.53

AST. ALT® LS. 0
i 15 > WL

BUN. ZJL7F=>
ek O L5

R CK (CPK) @ IRk, L a1k,
LH ﬁ%-*%ﬁﬁﬁ\

. R, .
Z DA e R B MAE Wz R Ak

13. BEKRES

WEORIRE X2 LESESE. £T7 O URBEKY 0~
2mgE#Y) EHEL. BEICLHEIRC TR MK TS L RIS
IY (EH2.5~10ng/kgZ L) 25T %, ZIWAhd
(10mg##%) MEZ TH o EDMELH 5,

14, BRELDFE

14.1 BERRMAEOEE
PTPAED#ANIPTPL — F SO L CIRAAT 2 K D589 %
Z &, PTPY— NOBEKITE D, WA REREEARIA L,
Eggﬁﬂ%%:LT%E@%%@@%E%%E%%%T%:&
nd 5.

15. ZDMHDEE
15.1 BRRR{ERAICED < 1E]H
TFT45F L —DEAERED D DEE T, AFISUIMD B W
BERICRELET T 74 9F 0 —KInDOEEERL., X, 7R
LU K BIEB I E R L 2 EORENDH 2,

* 16. FEHIEHHE

16.1 MAEE

16.1. 1 RiE#RS

AREME & M EIEEFICT 7/ 0—)L25mg. 50mg7% 1 H 1[aE ik
BELZEE, mE L EEIEERIZZNE N4 6150, 3. KRR
THO, Ml EEENI NN ORI, 10. 8B TH o 72V

16. 1. 2 EYEMI RS ER

(77 /B8—)l§e25mg Tb—71)

77/ 0—)V#E2mg [h—"7] &5/ —3 D#E25%, VO A —
N—ikickozEnzgnlgg (Y5 /0—)b &L T25mg) @K AR
FICMEHER OGS L TP R ERBEZREL, BHoNk
IMEEE)N S A —% (AUC. Cmax) IZDW CHEHRIT 21T 724
B WHI O AR RS SRR I N .2

(mean*S.D., n=13)

Mg NCAUC, Cmax% D/8T A—#13, #ERE OFIR, A O HREELK -
K% OB R & > TRIZ D AREMEN S B

(77 /B —)L§e50mg T k=7 1)

77/ 0—)EEb0mg [h—") &5/ —3 2§E50%, VO F—

N—=EIZEDZENFNLSE (77 / 0—)LE L T50mg) fEFERAS

FITHBERERO#KEG L TR R CRBEZRIEL. Ho5Nk

HBEEIN S A—% (AUC, Cmax) IZDW THEHRIT 21T o 72k

B, WEOEYENRSESTHRI N

(ng/mL)
500

—o— 75 /10—)L§E50mg [h—"7]
T e T3S
i mean+S.D., n=14

EEERE

F GO (hr)

HIEINT A—5 BEINT A—F
AUCo-24 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)

77/ 0—)VEE0mg [~—"7) | 3089+827 | 323.8+86.0 | 2.61+1.42 | 6.16+1.32

T/ —3 2§50 31774939 | 335.9+118.0 | 2.794+1.53 | 5.99+£0. 98

(mean+S.D., n=14)
M EEEL TNCAUC, Cmaxm /85 A — &1k, WEE ORI, (KHOIREBIEK -
I8 D A BR R 1T & > THs B TTREME DS B .
16. 2 WRUR
FIS0RDWHALE N SN S Nz CEE T O R . i T @ ER)
REZTTITRMERICA DY
16.3 %
7T/ 0= 0rs T ) o—) V. A N oo—)LEAEEEIC
FEARBARBAT DI N Z EDMNFM 2 B E L2 BFICTDWTRI N
T EETO/MRED.”
HPERT O @ IEEBRFIC T 7/ 0—IL 2R OB 5 L-5E, BiEsE
WTBZEARINTNS (AT T—F > TORM.® [9. 52H]
BA P OEMEERFICTY 7/ 0—=)L 2R 0OK%E5 LGE. AR
BITTHZEARINTNDE (AT —F 2 TO/RFD).D [9. 6]
16. 4 X35
77 O—=)ViZFETIE & A ERBEZT NN, @EBTFICTY T
JO—=)VERO%G LGS Va0 BREaER. 73 RAED
KEBILARZEZDTNERT S CEFETORE .Y



16.5 HEft
HEBTICY 7/ 0—)LEaRO#EELEHa,. Ry, ERhoits
BEOZNFNKS06H AU S N2 05, T DRI RENAETH - /-
(EETORR) .Y

* 17. ERARRREE

17.1 BHHRVRESH(CET 58
(REEMEMERE (BAE~PEFE))

17.1.1 EBRNERKRRER
MR AR E L —EERELEARBRICBWT, 77 /0-)VDF
FAMNED SNz, BIERIL, BEHERK - JE. 256<5H - HFN,
wiR, R - HOERETH 72,9

* 18, EEINIEIR

18.1 ERHR
AR B SRR BN TAHT IV T I > LAl B2
RREWHER 2R 2 £ & > THROEER. PIREIRIEM 2 5
THHDEEZEZLND, BEEHOEFIZOWTIE i3I 1
TWRWA, DHHEORD. REMEKIURAER. L= 22w
HIERSNEZ 5N 5,912

18. 2 REABIR B R R ERIER
BT, PFlERETTY T/ O0—=)U3A Y T LF U A&k OE
BAMICL 2 0ARDO ERICESIL, DMEFEREEED I E, OB
% B 2R ER 2R T, 19,19

18.3 DMEEIRME (B EIRM)
77 O0—)L® B EKERIR O TS ) o— LR X D25
<, [EKRCERHME D B o2 BRI T 2 MEMAED THWN,
E hOLERVREZDOHANEAZH W zin vitroER T, 757/
O—)Lo BRI 7075/ o—)UifigE,. > Ro—)L, Ak
7’:1:1—})1/@6%1;%:1:0%« 7t 7 s o—)L R & 12IER% T
Hoiz 15
RIS, 77/ 0—)W3nl¥tk OHERKEREEZET 2 EE
DIEHEREIZ BT T BT D Ia o 72, 19

18.4 BEIEEH
7 7/ 0= ) AREM: & i EE SR I UL H LEGE B R D% 51 &
V24RO > TRELVEBREERZR U, ML Z20F
P, MmE7 IV R 250 BEEAK TSI, 2RMNERZEDS
’d‘fio 10),11),17)

18.5 ZDfhD/ER
T FLE, DEMHEAEZHAVZEREEPHNERICB W TEZE
LIEH &R S 78D 12,18
1X, Ty hZEHWEERT., 77/ 0—)LIE N KRS e i
ERZRE RN 72, 19.20

19. AR ICET SELZHIME

g CHs NH2
oy
H3C N > (0]
H o6y KO Btk
—f&44 - 77/ a—)l (Atenolol)

{24 @ 2- (4-{(2RS)-2-Hydroxy-3- [ (1-methylethyl) amino]
propyloxy} phenyl) acetamide

53 F3 - C1aH22N203

TR 266. 34

R B~ OREEOM R TH 5, Ay — IV XITE#E

(100) 1R <. T /=)L (99.5) IZ00EITT

<L KITERFIZK W, Ay ) —)ViEH (1-25) i3 fettz
RS TR,

A At 152~156°C

20. BURWEDEE
PTPAIL 7L I B O—BEH%, NSaEidR MV BEkEG,. BEs
BT TRET S &,

22. AE
(77 /80—)L§E25mg Th—71)
1004 [10%£X10 : PTP]
5008% [108E X< 50 : PTP]
10004z [104# <100 : PTP]
10008 [N Z]
(75 /0—)L§g50mg Tk—"71)
10082 [10$gX10 : PTP]
5008 [108EX50 : PTP]
10004 [10%¢ <100 : PTP]
100082 [N 7]

TX-20

* 23, FEW
1) %/ \KiEHASE R HEHE, 2021 ; C-191-194
2) thNER} - EYER RSB (BE25me)
3) tNER} AP EEF R (BE50mg)
4) Reeves, P.R., et al. : Xenobiotica, 1978 ; 8(5) : 313-320
5) Cruickshank, J. M., et al. : Clin. Sci., 1980 ; 59 : 453s-455s
6) Melander, A. , et al. : Eur. J. Clin. Pharmacol., 1978 : 14 : 93-94
7) Liedholm, H. : Drugs, 25 (Suppl. 2), 1983 : 217-218
8) KEBMI= fh:EZ0OHWPH, 1981 ; 118(1) : 52-66
9) Heel, R. C. et al. : Drugs, 1979 : 17 : 425-460
10) ZILDA—BE il ERRSERE, 1980 5 11(3) @ 215-224
11) Sasaki, Y., et al. : Jpn. Circ. J., 1984 ; 48(9) : 988-993
12) FeBpidiak  fib : S &5, 1980 5 8(12) : 373-379
13) Conway, F. J., et al. : Br.]J. Clin. Pharmacol., 1976 ; 3 : 267-272
14) DEEHE i o SEFE SR, 1980 5 8(10) : 3751-3759
15) Harms, H. H. : J. Pharmacol. Exp. Ther., 1976 ; 199(2) : 329-335
16) Suzuki, S., et al. : Acta Ther., 1981 ;7 : 55-65
17) Floras,].S., et al. : Br. Med. J., 1982 ; 285(6352) : 1387-1392
18) Singh, B.N., et al. : Eur. J. Pharmacol., 1975 ; 34 : 75-86
19) Harry,].D., et al. : Br.]J. Pharmacol., 1974 ;51 : 169-177
20) SR M HAEEERIAMEGE, 1980 76 : 505-513

24, XEKFERERUVEVWEDLHEE
R AR A F#EDI > & —
T570-0081 KBFsF T HEMT2T H5%15%
TEL 0120-108-932 FAX 06-7177-7379

26. BERFTEES

26. 1 &LEERSETT

RIMEmARIN S

ARFPIETHBE2F 1S



