*% 20234 5 AkET (HE4HR)

* 2022411 H%ET (% 3/R) AR EES
872149
25mg 50mg 100mg
EGRES | 22100AME00387000 | 22100AMX00388000 | 22100AMX00232000
BRFERANE 19984 8 H 20094 3 A
L A-I7V9TZR K
B : 3 F
BEREFA OYILIAUDLEE
—1-|]5-J®§E25mg
— -
—1_nad®§i50mg
— -
=1—X >/ s:100mg
MHEERESR : Eg;g?g?fﬁiu NU-LOTANE® Tablets 25mg, 50mg, 100mg _i;.;T._ ORGANON
2. 82 (ROBEICRBSLBEVIE) 6. BiERUAE

2.1 FFI DR VBBHED BEEED & 5 &

2.2 MR R LT W A RO & 5 40 [9.5 2]

23 Wi FEREDHZEE (9.3.1 2]

24 79 AF L EFESHOMRFEEE (2L, tiOlEE
BRETOTHABMEDIY bE—LBELLARRD
BE2RL) (101 28]

3. #8R% - MK
3.1 #m
Za—OFyV%E| S a—0y U%E( -0y U
e 25mg 50mg 100mg
Az HE¥ZA ayryshIoh
b2y 25mg [ 50mg [ 100mg

FAEKF ., ATV T 7 — LT T, BEREL
A O—XZ, eRaFyFoiltilua—R, e 7Fax

L Nay
3.2 HEID MR
Za—ay Uil a—ay U¥%E| 2 —Oy %%
e 25mg 50mg 100mg
?47FU/7
- M- 740ba—F4 204 | - )2
i - Elé
| & L | @
F4% : 11.0mm

B :5.7mm | EfF:7.6mm | % :7.5mm

SV | o () é%% <::>
w) 0 | 0 | U

F&:28mm | & :33mm | E&:4.4mm

—p ® ®
BAI-F| o5 952 S0
4. FHREX [FZHR
O BIMmEE

BMERUVEBRZH S 2BRBRIKICH(1T 2 RRFIESE

5. EEX [FRICEHET Z)FR
(BIMERUEBRZMS 28MERR (C BT B FERFIEEE)
BIERCEAR (REFPLVLTIV /2L 7F=H300mg/g
PLE) 2AHLAVWEBHEICBY 258 OFDHT R RS IXH
BEhTnizn,

SR

EH BRAICZOY LY o A) 7 LE LT25~50mg# 1 H1[E
BO/ET 5, 28, Fie, ERICKDEEHET 25, 1H
100mg & THERTZ %,
(BIMERVEBRZN S 2BBRRICH T B RRBIERE)
EH BRAKKZOYILEY YA 7AELTS0mg# 1 H1ERZEO
#8575, 2B, MFEMEZAZHPS51HI00mgE THEBTE 5,
L, BEOMEETZEITBENDOHZ2BESE T
25mgh 65 2T 2.

7. BERUARICREY 2R
(BMERUVESRZRH S 2B ERRICH 1T 2 FRFERE)
FH 25K, M7 LT F = A AHIE O & LT
30% (»BwWixlmg/dL) DL EMINU LS E, RURIRE 5
fi, 17127 V7 F = AAEOHEE THHE L7 BRERE O
BHEEFMESNZHER. BRHDIVIIREGHFIEZERT 2
&

8. EERERNIR
(RhRETE)

8.1 —fDmEERT (¥ a v 7R, BEHE, FRE#ESS
#>) 2ECTBEADHHDOT, AAFRSFIIERN (3%
5tk 28l J& ., BER © ALEREE) KhEDE=¥
YU TERERT AL,

82[FEERICEILDHDEN, £62EBH6DNAENHS
DT, BFEE. BHHEOBESERE NS BINEZIRET S
BRiIcikEEsegsz e,

8.3 FHTHI24MMIIREG LBV EFLE LW, 7V IAT Y
VI ZBERERFRSTORE R, KBREUTFEHRFICILZ
Ve TIIAT IV OROMGEHIC L ARELZMEET
BITBENNDH 5,

8AZKEZEGLT v IF T Yy N RAFERARSPICEIIC
FREOEMZIFEEND b EOWREN DS, FFHHE
BEEZERT 22 L, BEZ+FITV, BESREOLOIL
BECRFRESE2FILT AR ERTZAEERITS &,
BIMERUEBRZH S 2B BRRFICH T DR RFIERE)

8.5 Al 5bNPTNDT, AFIRSHIXEM (FS5HHA
B A CE . RiER - BERE) ICmEiRiE2Emd 5
REBRBE+ZITOI L,

8.6 MifH Y T A LRARUVMEY L7 F=V ERABH LN T
WOT, FFFESHIZEMN (R5MEE 2L, ﬁ
EH  BIEIEE) IcmiFh ) v LAERVmEZ LY F=
BDE=F Y FRERTHE,

0. BENERZAIIBEICAHTIER
9.1 GHE - MEEEDH D EE
9.1.1 l‘m‘igggﬁlﬁ&%@ﬁ6%%2(3)#§'G‘§ihﬂiﬁ’§0)§
i
R EPT 2/ RV TSN HE 2R E, IR
Az e, FEEOED P RHRESBEDOETICED
BHICEREZELSEA2BENADDH S,



9.1.2

9.1.3

9.1.4

2AY Y LIMEDES
wEREYCEETVEHIIS N2 GG ZIRE ., (I
Ja5Z&. @AV T LMEZEESELBLNNH 5,
F7o. BHERE., 20 PO - LVAROBEREFICED
MEH) 7 LAEFELS LD TVEETIE, MEHY Y
LMEICEET S &, [9.2.1 ]
RMEREEDS D EFE
BEOBREPMMBEA2ZELL., KEEZELSESS
ENDDH %,

BERRIEREAPOERE

FEOBRG 2 EAED» SHMB L. BRI ZHEIIR~IC
THo52&, —BUYEOMERTZEIITBENTFDH 5.
[11.1.5 2]

9.2 BiaelEEERE

9.2.1

9.2.2

SERQEBHERE (EJL7F=r2.5mg/dLt) @
HDEBE

BEEBZHMO T A EEBEICRET S L, mAY VLD
ENH LD TV, . BRECEMADIEZSBZ
NHH%. [9.1.2 2]

MRETRDEE
KAOKREZBEHAR»SHMB L. BRI ZHFIIMR~IC
To2&, —BEOMERTZEIIBENGDH 5.
[11.1.5. 16.6.2 2]

9.3 FHkeEEERE
9.3.1 EELEZEDHSEZE

9.3.2

BE5Lanl e, [2.3, 9.3.2 2]
FFERERENEZDRIEDH B HE (2L, EERH
BEDHDBEEZIRL)

HEICBWT, BEKRASHKBELTCE - 7EEO 7L
I—VHEFEEREEETIOYILY » OWHREEPEE L.
Y ILE 2 RO H IR BARO MEEFRES T hEhiK5
BRUOKUEICER T2 EPmESN TS, [9.3.1 &
]

*:9.4 LIEREZE R T 2F

9.4.1

(M

(2)

- MERAPICAF 2R LB A .

HIRY BOTREMEDH B4t
HIRLTWAZENEESNT T IF 7T 0 v VB
FHEHIZT >V F T > VIR EEETHEIZER L.
B - HERAOEE (BAL, BHE - i - BoERA
2, ) PROSNLHIPREShTWSD) 2,
AEIOBEIHEN S, REEOEESELER L A
SopEk 2 EEICRE L, AR LOERES BRI 2
FEZ EHHENZERICOAZEET S E, o, B
EppEZBEICRROTEFEEICEET A L. [9.5
eI

KRB EBRBRTICHERL TWE WS E2HET S &,
AFFES T, IFRLTWEWT &2 EFHNICHERT S
&, HBERICEESHALZBAICE., BE5iIckE52
ik sz &,

WOBIEIZOWT, AFIESFHBRICEEICHAT S 2
Lo Ty BETLMBRBEISCHHAT A Z &,

AR - FERICRERZ R

ETVRAIBHB T L

< FRIRAHIB L X3 BEDb M 25613, He»ITHYEIC

*%9.5 1T}

M#EdT 52 &,
HRZEET 25813, ELEICHHKT S &,

TR IR L C W B ATREE D & 2 I3 G Lanw T &,

FE T IEIRPHIA L 72358

to

12, BEbIcEE2HIET 52
IR R OKBIC 7T o OF 57 0 ¥ U ERBEREERIY

B7 > IA Ty I ZBEREA 2 /G S N8 TFK
BARE, B - BrEROET., MEROKIDE. BA2, 2
[EERA 2, HEOERAR KL UFKBDREIC XS LIS
2P OHHE, HEHEOFE., MOBERENH 5 b
LOWMEND B, (2.2, 9.4.1 BH]
9.6 EH.iw

T LW EPEF LV, BYER (T ) THITHA
BITT A MESNTWVS. Ty PORERRKOEAY
1210~100mg/kg/H# 5 L7-#B&Ic BT, 100mg/kg/H
TERACOBEDOBMAPRD 5Nz, /-, BREHTRE
ROBAENERD 5N, RO EHIER LB O KE
»55mg/kg/HTH 7239,

9.7 I\}

=]
[%)

NEFEZNRE U7 BRHEBIEER L Than,
9.8 EnE

9.8.1

—MRICAETEREESE R L TW A DT, BEDREBICHER
5L,

9.8.2 KEHE» S RE#MIRT AR LEEEICKRETSZ &, —
BICBEOEEIFE LI AnESNTWVDS, MFES
PERIDBENDED S,

9.8.3 Bl E TORNEYEREHEE T, Ly Y ROAILKR
VEBAOMBRBESEERE ICENTEL -2,

[16.6.3 2]

#10. \BE{ER

AN, EYRH#EERT 7 0—L4P450 2C9 (CYP2C9) K
U3A4 (CYP3A4) I X DIEMHABMYMTH 2 /LA Y BIFITR

HINns,
10.1 HEZER HALBWLI L)
B Sk AR - HEEAHE | BF - ERETF
FTIYAFL Y IEBFEHEMEF, BRL=2 - 7T IF
SYLVA HEEE, BHVYvLMT vy Y REEE
(FEFRREREF IR T FERMEIMEDY A7 AF#ERE NS0
BiGE. 1L, thEmMAHRE STV EESD S,

DOREEREE2IT> T
HaRBIMEDT Y b
O—LAELIAR
DEEZRL )
[2.4 28]

60

ANT 7 A LFY
V= FUA b

10.2 HEEE WHAICEFETSRIL)
E SR BRAREER - $EETE | M - faRET

AU LARFHEAR|MEA Y L ER @) T LAREER
Al AVTLAMEZRIT BERT 5B LN

AT )TN | BEADH D, BHbH. BRAE

MNITLTLVE EohHEEICIZ
710 LAAEA] RICERIT S &,
F]LHY T L Tz KAlET >
TIIXT IR VET UV A
B RE A BRABEEFKRON
FUXA STV LEER U L BRI R
B Bl O3FIHH OB E

ICIEBICEET 5
Z&s

[11.1.5 2]

BRZIATS T &

AFA

FIREE A —3& 1 o I K R & S | PR B T A TR B
7ot IR CTBENDPHS. R2ZFTWHEE
M) 7OV AFTROKREEZBERHE?S|ICIE L= ViEED
VR FBL., WEBITAIEATELTVWIEE

BEL . AEI %
LRI,

TUAFL Y

BREERE. ShUTL
IRE Rz OME ML % 2 &
ITBENDH%. eGFR
A’60mL/min/1.73m?
R O BEEAEREO H
HERENDTY AF L
VEDOHRHICDOWVT
3. RELECEBL
WEHrs 58
FrEET 52 &,

TYIAT IV VE

BEEREEA

AEERE. mAUY
LIMFED V) R 7 A3 N
THEOMENDH B
o, BEZEIT
BENFDH B

L=y - 7roF
Ty RHEEE
RAEREh s
BEMEN B %o

AT O FEHHR
SETRA -
AKXy V&

FEEFRPEE SN
BENFDH B

TaARY TS5 Y
> O A REEER
&k, KE O
R %2 e s ¢
HAEEEN D B

BREIBELLTVS
BETIE, SH5ICBHK
EPEILT 5B ZhD
HBo

TaARY TS5 Y
> OEBRHEEEH
kD, By
WPERTRTH-0&
EZAHN5D,

UFIL
RERY F 77 L

UF T LRENRES
Nz, MHYF
LREICERT S Z
Eo

AEIOF MY T AL
PEMERIC LD
VFILOERED
EZrEEZION
Tl{‘%)o




HH2E BRI - $EE AL | BF - ERET
#*7 L —=7 7)W= BEEAPEBEND| L =TT L=
Ja—2R BENDPDH D, KEODO|D2—-RICEEN
BEHRIZTL— T 75RO DCYP3A4
N—=Ta21—-Z2QEBHHEEEHICED O
3B L, Uy v OEER
HH o I o EE A
BRI B0, K
Al o B AE H AR
FINBHZBEND

H5o

11. 8WER

WROBMERAH6bNBZ ENDHDT, BEE DTV,
HENROSNHEIEHREG 2T 2 4 Elb) 42 LE %217
5z &,
11.1 EXBEHER
111 PF T 45— (GEERE)
AR, ONRER. BT, S5, RN 258
KL, HESESHODONEZZEDDH S,
11.1.2 MEZE BHEAH)
B, 08, WE, SZ0BEFSSbNEZENDH 5,
11.1.3 2R IFBIERFR (W N s 5HERH)
11.1.4 BFRE (BHEARH)
11.1.5 Yav ., K@, EHHEK (WINLBEERH)
W EH., BEBEESENSODNIBEICIE. BEbIC
IR MBZ1TS 2 &, [9.1.4. 9.2.2, 10.2 2&]
11.1.6 1&ERIERE (BEEAH)
. A, CKER., M RORpIAsory b
AERYMET HBUTMBEND S b ziBaIciE, #
BadqiL, BYLRAEZITS 2 L. iz, BERUTRLRE
FEIC L2 HBREORKEICTER TSI &,
11.1.7 BAYD LM EERH)
11.1.8 FNEEfR (BHFEEAHAH)
DEEBNMGE. DEMBSEORERASSbDNAEZE
BH%.
11.1.9 NMEREA. BMERGEAN [MAWREAS (W3 b SEERIE)
11.1.10 {EM¥E (BEEARH)
R, ZIER. BT, FoBA. £ KT, B,
BlEESESHOSDONILGEICIE. BE52HhEL. B
BB ZITO &, BRRBEETORETHODLNPT 1,
11111 EF NUD LI (BEEEREA)
BRE. BHAR. B, B, 88, BHEESEEE
HMEF MU T LMIEN D SDONEIENDH 5,
11.2 ZOthDEIEA

0.1 ~ 5% SHEEANH
BAMER (FR. DT, AR EE, B
TR
BB {EME, Ry ERImE. | AEREE RS, 813
k5]
=T O, B - ER. ON%. FF. 08
B, HiEs
FiF i JFrEREREE (AST HR.|#E
ALTLEH. LDHLER
%)
5 ek BUNER., 7L 7F=
v ER
3] B, TOE E Y RN S AR N
W KLEZRE. FI3E
i FRIMBREA . N b 7| &I
Uy MER. GFEREREE
%
Z Dt T, BRI, B|EH. FHE. BRERE.
fE Y. HE. BN LU0, BRER (27
. BV ZATFu— )L \A, BHIEE) ., EERE.
L&, CKER., MR e, 2EtilE. 3
RE A RS

14. BALOER

14.1 FEIIHEDTE
PTPEEOFEANIPTPY — A S5HD H LTRAT 2 & 518
BygpI&, PTPY— MOMMICL D, BB REH
JEAFIA L. BICIZEFL 2B C U CHERIRAZE O =R 2 &0
EEHRT B2 LN BB,

16. EYENRE
16.1 MMoEE
16.1.1 BORS
TR A T YLy > 1Y) 7 A25 K% O'50mg % Z2RE R 1 IR #
S LUEEE. adLy Y ROHILVEVBAOIMEREEZZhE
NIREH TR ORSEB T — 710E Uy 20/ R O
WARBETH D ALK VEAOAUC (MHE A EE dfe T i)
BaHLY L ONTRETH - 725,
16.1.2 R1E”S
R AIC T LY > H Y 7 4100mg# 1 H 167 H REEHE 3%
SEUEBE0OMETEENS. 0T LY D RUHLEVBIEOE
EIEEERD S NG 5720,
16.2 DRUY
TR AIC OIS > A ) 7 5100mg % Bk O ZEIERC 1 [ERE O3
U756 MIUEE IZRZES THRT L2, TREORA I ED,
TH o715,
16.4 X3
fEEER AT YL S > H ) 7 425, 50, 10021£200mg) % 1 [@lfF
O#%5 LziGa, #ePIcNsh,. EICHBICBWTERBMTH
HHIVRUVEEE (£ IFV = VBRO5-& FaFx s 2 F LEDELY)
ICEHS 35,
16.5 HEittt
fEFR AT Y > H ) 7 425, 50, 10021E200mg®) % 1 [E#F
5 L-56E. #E5%30BHMEToay Ly > RUH VARV BEED
RPPEMRIIZEHRERBOZFNEN3.2~4.1% K 1V6.1~7.9%TdH > 75,
TR ICHUCIES T Y Ly > A1) 7 A2 1 ARG Uiz & &, it
BED R R O RPEI R I Z N ZNMB5RU58%TH - 72 (FHEA
T—=%)o
16.6 RENDERZHEITDESE
16.6.1 BEZESE
BEEZ2 S EIEERHIC, 0dLy > H) 7 A50mgZ &%
ERRORSG LGAE. MG L7 FoVEOBVWEIEE Y LY
VAT ANAR Y BEORRIMEEFEE (Cnax) ROCAUCIEAE
HEER Uz, MiEZ L7 F = E3.0mg/dLU EOB T
1.5mg/dLARTMOBICHE L TaH )Ly > DOCrax e FAUCIE2.4 5%
U2.20512, HIVARVBEIATIZL6RU2.0EDEZR LAY,
16.6.2 BITEE
BIMEEZ M5 BITEREIC. a¥ Ly > h) 7 A50mg% 22T
1EREOHRE LB E. 9Ly 2 DOCmax k FAUCIRWT 1
mu. BERABFROBMEEREEEBELTEY LY VO
Cinax X PAUCIE ZNZNKI2 R OB~ AEDEER LY,
BfREFICOTILY U EBEGLEE, O LYV RUHIVE Y
BAEEBEMCLVMEFLPSHREShEZV EPRESN TS
FHEAT—=%). [9.2.2 2]
16.6.3 S
RS L OREEEREIC. OTILY 2 H ) 7 A50mg% ZEHE
B IO O E L=5a. Ly o~ ORIGEE K O fEh s 5
DHERICEZIHSNED > 12H, BRETIEOYILY ¥ OCnak
CAUCIREERZEOR2EZR LIz, — /. BE&EICBIT5H)L
R UBEOFE Cra X PAUCIKE, FEBEE ICENTENZNH25
RU27%DEEZIEMTH > 72, [9.8.3 BH]
i) AFIOERS N7z 1 EHARIF25~100mgTH %,

17. BRPRALAE
17.1 BMRURSIECET 255
(M)
17.1.1 EREEREER
EPN TR S 1 —EERILBHERE S UBRRBRICBL T, B
FER R SRS 76 BlO B R ROBEERO LBV TH 5.

BREA [k TEELLEDBIH (ERIE)
B - PEEARRE I EAE 509 355 (69.7%)
HE = L 34 21 (61.8%)
BhaE 2 5wl ELE 26 17 (65.4%)
Z DAl 7 6 (85.7%)
&t 576 399 (69.3%)

%B. 65U EOEBBEICB I ABRENRIIOVTIE., EBRED
FaHEN69.6% (125F1487]) Th . IHEmER (451614
312f, 69.2%) LFEMETH -7z,
Fio, & PEEARERSMEESRE 2 NRE L ZHEE KL
REBICBWT, BEDRICETAIFITIILTLA VBEED
FEESHEES N, AROERAENRED LN TS, BOFKIF
. TFITUNTLA VEEED13.5% (191F) 1ot L. AHIT
IXRFTHRBNCEDOFBULRD Sz r - 729,

17.1.2 BNRRSHER
FENARERB T R EHESN, [EU EOREHRE 21757261
BIFpS1H] (83.6%) THEEZNE MRS Nz,

17.1.3 BHAE MEER
TUVFT Y U EREER (ACE) HEAICXABOBREEZET
ZREEFEENRE L _EEREEHBE T, VY ) TULEERO
EOBEKEHRR (71.7%) &, e FuruuF 7Y N5
(34.1%) RO a¥ Ly V58 (29.2%) FDARICHEL, oY
LE USRI ForanF 7Y SR EFERETH > 7210,



(BMERUEBRZ S 2BHMERRKIC DT B IERF M)
17.1.4 ERHESE D185

EREHERSE S L CEBIN-ZEE5RLERE (RENAALK
B) 1I2BWTL,5130 (HARANGH 2 &te) HEHlis iz, AR
BOFEILY RRA Y M, M7 L7 F = EEGHE. RPER
2 (BEMd2VITEBEOLEE) ROECOEEL Y RAA >
FCH o7z AHI (32761) & FIEAR (35961) ITHANRT, F
HWELY RRA Y MCEET S 27 216.1%8HE (p=0.022)
SRz, 6T, RERGEBICBWT, M7 L7 F= EfEHE
T25.3% (p=0.006). KHBARET28.6% (p=0.002), KHE
RENIIFETET19.9% (p=0.009). MiEr L7 F= U EEHEIE
KEAR2T21.0% (p=0.010) ®Y X7 EARD SNz, T
VRRA Y MERBERTHAHLFREICEBFETRICOVTIE, Wl
BEBETERGRZRAON G P o1z RO ZIRT Y RRA
VMR REHOZLE., BREOER, DINEREEBEORRER
ROWEROESE (DRI LS ABE, ODEHFEZE, miTHEEN.
f2E R AR EROEIC & 5 AKX OIME REBRICKZET)
TH oz REIZPHIAEND EREShZBICBLT, REAR
B T343%ET (p<0.001) UL7z. F7z. AHNZ. MiF7 L
7 FZUEOWHOMEE I XD T S N2 ERAEETREZ13.9%
(p=0.003) ERSE7z (EFROPREIS.5%. p=0.01). —F.
DIMEREBOBREROFECTEROEAL Y NKRA Y M TR K
AR (24761) & 7T REE (26801) LDOMICERLRZEIH
SNZPo7H. TNEARRBRP DO LS BRIRICHT 2E T
EREGDETVEN /7D TH b, kB, KRBICBF5E
BOBERIRIFTHY ., BIERICKA2HIEFlOEE TS ER
BEA%STHo:V,

BIFERIEX75141 (HAAN44% &) 12961 (17.2%) K@D 5
Nize EREWERIZ. O F 03461 (4.5%). =HY 7 LIEE284H]
(3.7%)« ARIMMELHI (2.5%). WINEEFH 1260 (1.6%) T
Holz. o, BRMEBEOREEHIE. 11141 (14.8%) IRD
SNz, EREFEREMBOEFELSIE, MWEHY 7L LF8IHI
(11.9%). ZLv7F=>ER306] (4.0%). BUNLEF10%I
(1.3%) TH-o7z

18. EXNEIE
18.1 {EF&E
THILy > A )T LAIRAKSZEPL LIRS N, ZO—HPER
HMTHAEINVRVBERICERENS, 0V LY U ROHILARVEEE
. WIRLAEENEENETH AT VATV VT (A-T) ioxt
LT, ZOZAEMCBOTRENICER L. BEWRERET 5.
18.2 PV IAT VY USEINETIER
18.2.1 A-IZAKICEIV T I THHMENTEY ., aHLy Y ROAL
RUBMAKIE. ATIZAREBIRMICHEA L. A-TO&MER 2
EF LN, TIZAMERIIIRSBW2 -4, 75 D% =0 il
FTHAHACE (F=F—F¥1) ICREEOFEZRITE BNV,
18.2.2 EBEW) (T v by HILE) 1T 25 EEA- T FITER G2 I
3‘513)\ 14)o
18.3 BEEER
OYILY A7) T LROCHIVAR Y BIREEMEERFES v ho. 17|
EHBIMES v MO 18 JIiE EHIRFREA X 19, N2 5 FhE = 1M
FEHEHRFEIET v b0 ZOEMETTILEYICBNT, MEZ2 RESE,
RO S HRRE L BENRZRT . £, MED REICHES D
HROEMZRDT, BESHIEICES MED ) NT > RERIEE U NI,
18.4 B{REIER
TH Ly B OEHMEIRZ RIRMICIRS €. RBRENEEZET
SEB LI D RIREANDOBREER 2 WET 52, o, ALS
MRV UBRERET Y b (2R MREEERBETIL) 22,
BRFIEA > A VIHMREFEWREIRFE~ 7 229, 5/6B8RT v b2 &,
B K O IR FRR I DB EE T FLEMICB LW TRPEAIREE D
HEINE O B EE 2 1T 5

19. B (CRET B IBEZEHER

—f&% : a Y )L¥ > HY 7L (Losartan Potassium)

{£%4 : Monopotassium 5-{[4-(2-butyl-4-chloro-5-hydroxymethyl-
1H-imidazol-1-yl)methyl]biphenyl-2-yl}-1H-tetrazol-1-ide
C22H22CIKN6O
461.00
HEDEEEDMEKRTH 5.

KIBD THEITR T AY = LUET Y ) =)L (99.5) I
BRI,
BER :

PFR:
NFE:
[ 7

20. BV EDER
SRR SR BT TIRIFT 5 2 &

22. &
(Z2—0O% V®E25mg)
1008¢ [10%E (PTP) x10]
(Z2—0% ~®E50mg)
1008¢ [10%E (PTP) x10]
(Z2—0%9%E100mg)
1008¢ [10%E (PTP) x10]

23. FEXER
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3) Spence SG, et al. Teratology. 1995 ; 51 : 383-97.
4) Spence SG, et al. Teratology. 1995 ; 51 : 367-82.
5) RESLEF. . BEPREEEE. 1995 ;5 26 1 671-84.
6) HESLHF. . ERPREEFE. 1995 ; 26 1 685-96.
7) JEHEES. i BREZE. 1994 ;10 1 157-71.
8) ZJIFE. fth. EEAKENT. 1995 ; 11 @ 247-64.
9) EHAKE, fti. EXDHWH. 1995 ; 172 : 785-823.
10) Lacourciere Y, et al. ] Hypertens. 1994 ; 12 : 1387-93.
11) Brenner BM, et al. N Engl ] Med. 2001 ; 345 : 861-9.
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