sk

% % 20250 AT (BE3kR)
% 20240 HMET (BE2hR)

L IREE

BXHAR - 34

BAEEE R HE S

872144, 872179

AKipES
22200AMX00521000
22200AMX00522000
22200AMX00523000

AR7ERRAA
2010 11 A
2010 11 H
2010 11 H

$E 2.5mg
§E Smg
$¢ 10mg
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Enalapril Maleate Tablets

WA EEERY
E)ERE-EMEOLSTEICIVERTSZ L

2 (ROBECIFBRELBVT L)

1 REIOB 23t WBEIEDOBHERED & 2 B

2 MENEFEORFERO»Z2EE (T I4T Vv VAR

FIHEASOEHIC X 2 MEZE. BEEnEEEE. %

FKEMEMEFE, SHRENEERES) [EEONRREZ:

PES MEHFELRIRT A ENH5,]

2.3 FFERA NI URBEE/ELO—Z, V)T NT 7 VEE
RV E=ZLTILI—LXIERYVIFLYFLTIHL— b
BHWERESRICE ST 72 L—Y A2 TR0 BEE[10.1
%]

24727900 = R YL RATYLRALKIEF N T LE
(AN69) ZH Wz MEENTHE TR O BE (10,1, 13.2 2HE]

2.5 HIRXIIHIR L TV AAREED H B [9.5 28]

2.6 7VAF LY EHEROBRKREE (12720, thoEER
BAET>CHLRBIMEDOIY bu—UAE L ABRDBER
Zk<) [10.1 B8]

27 7U0FT UV URBMERTYTA LV UHERE (B b

YNV H LY > F 87 LK) 250 08E, H5

WIS HIED 5 36 BREILAOBE[10.1 2]

2.
2.
2.

3. #HRK - MK
3.1 #Am
Wi it A
BRI, B FuF>Fal
Ir5 7Y - tla—A, AL AT—=ZAHINLY
\ HE T+ 7vL~ S e
MORRL Duwadtaat PUTEN S
¢ 2.5mg [JG] T BEZTE@RH%, =%
%3
R vl N s E e <)
IFFFUN _ LT —RA, HLAT—AAILY
AL | A LV T R L
4 5mg G = omg S, BES WL, =%
{bsk
LMK, b EOaY TS
IrI7 7SN - U RBKEF NI T L TILT
$& 10mg ]G TR L ZTRREER, BEE
ZHefbsk
3.2 "HFMK
HR7E4 & - FlE HE - KR&Es - HE EvlEEaiy
FKIH =i} R
IFI57YI .
AN $:- ;iﬁbﬁ‘@h% @ — JG 33
$t 2.5mg [1GJ| ™
[EXES Es HE
5.0mm 2.0mm  50mg

HR7E4 & - Al e - Kes - EE FAla— R
RE HE RIE
- RTE 2 &l
IFI7YL i
v Lo gt AL DS @ — | j6E
ERR: 310
#& 5mg [JGJ %45
[EXES Ex HE
6.5mm 2.3mm 100mg
KH i RIE
IF57VI|ST ke ——
< LA VERIE THEOS JG E35
$% 10mg ]G [#RARSE
EfE =83 H=E
80mm 3.2mm 200mg

4. FHEEIFFAR
OFEMEMELE. EMHENEE. BENEHSMEE. BHS
mE

OTERDRET. I+9URRH. FIRFISEOEELESZR
SUTHTHRBHMRIEH SNBVNES
BEOAE EEHE~DHIE)

5. MEENIFHMRICEET BFR

(BiEDAE BE~DHE))

5.1 ¥ &) Z8UH| FIRAISE OERIGEA T+0 % RPRR
ENBVEEIZOAR, KAIZEBMREGT S L. HB. KAID
BB S TORRMRMELESN TV,

5.2 EIEOEBHOLARIINT 2 KA OFRMEIIEILEN TV R
Vo R D20,

6. AIENURHE

(SIMEE)

BEHE AR LI F TSI LA VEEE LT 5~10mg %
1 H1EREA%SET %,

B, El ERICKDEEEET 5,

BL, B TOEEESOEEXIEESOEOEE TR
2.5mg o5& 22 ENEE L1,

WH. A% 2 AN EO/NRIZIE. 27T TN T LA VERE
L L7T0.08mg/kg % 1 H 1 EREOKET 5,

B, Ff. ERICEVEEEET 2.
(BMLAE (BEE~PHE))

AANZ Y F 5 ) ZBLHF FIRAIEEHHT S &
BHOEASH LT FS TN L A VEEEE LT 5~10mg #
1B 1 EEA%ET %,

B, Fl. ERICEVEEEET 5.

BL., BREELZMES BEIFIRAZSHOEETIE 2.5mg
(FEE) »o#HE5ZFMAT 2 ENEE L1,

7. RERUAZCEET 53

NREFICERET 256103, 1 H 10mg 28R 50V &




8. EELBEAXIER

8.1 ¥ 5H%., —BEOIMEMERTZEZIHEVH 2D
T MEHEOBREZ+711T5 T &

8.2 FfHTI 24 BRI G LA W ENEE L L, TV I TV
UV EBERBER RS T OEBE L RBEROFHRPICL =
TYIAT Y ROMEWERICE 2 MEETZEIIBEN
BH %o

8.3 BEMERICEDDF WV, 56D2ENH6DNIEIENHD
DT, EEE¥E. BEEOEEEER TS MR BET 55
IIEEESE S I &

8.4 SHBREFSHODLNLIEFHHDOT, EHMIIHREZEZE
Mg %7 EBE 2 T7IT5 T &, [11.1.4 ZH]

8.5 EEZMKEEFHoONLHIENHHDT, EHNICHE
EEMT 5% EBEZ DT 2 & [11.1.5 ]

9. BEDEREEITZEEICHT ZFR

9.1 BIHE - BREFEZDHDEE

(GhgEdE)

9.1.1 WEINBBIRERDH S EEX FFETEHIRIERDH S
825
BEESLOEZBLZVWEHTSN G ZRE. ERIETSC

MFE DR P RERME 2 BEDETIC & D E0E I BHEE

RESEELIBENSH S,

1.2 8AYUD LIMEDESE
BEELOEZBLZVWELISNSBEZRE. ERIETSZ
Lo BHV T LMEZEEIELBZNNH 5,

F7-, BHERE, 3Y Mo LURBROBRESICLD B
U LMENEL DR TVERETIE, MmEHY 7 A EICERET
BT E,

1.3 RHMEREEDHZEE
BEORESKIIBAZZERL L, WMEEZEBELLSIELZEND
%o

1.4 BERGREEEPOESE

KEIOHRE 2 BERAE»SRB L. BT HHEAIIRLITITHT
Lo PSR, —BEOSBENEETRZREITBENSH
o

(B IMESE)

9.1.5 EEDEMEIEEE

KEIOHRE 2 ERAE» OB L. BT LHEAIRLITITHT
Lo PSR, —BEOSBAMEET2EITBEENTH
e

9.2 BigsLEEEE

(hgeEdiE)

9.2.1 EERLBIEEEEDH2EE

JLTPF=r )T YA 30mL/min LR, XIZIME 7 L7
F=2» 3mg/dL L EOFEICIE, BEEZRES T, HLL
B EREE OIS R SEEICERET AL, KFOEERH
MoOMmMPEEYS ER L, BEOMERT. BHEOBE(LSES
BBENDDH B,

(BIMESE)

9.2.2 MFESEHPDESE

KEIOHE 2 BERAEP SRR L. HEEBITHHEAIBRLITITHT
Lo PEEEH%, —BHEOEBRMERT2EIITBENATDH
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(BEDAE (BHE~DPEE))
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e
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NREE R E U7 BRRRBRIESER L T\,

9.8 S

BERE»o 5 2MIRT 2 EHEIIRETHZ & —RICHE
EOMERIIFELIZAVESIN TS, MEEENSRS5B%
N5 5%

10. ¥HEfEA
10.1 HARZ HRLBEWVIL)

A% BRARIEIR - SEETT IR W - fERET

TF AN T UREBREE|MEET. B, BK. BEEICHELLTF X

fttra—2z, hU 7 b
77 VEEARY E=
L7 T—LIEAY
IFLYTLITHL—
FERAWLRESRICK
577zl —YADNE
17
YR ==
4LV —)NTR
Ly —n

(2.3 ]

I, B8R, LUh, 2
B IR REE, SRS O
avUERERIT
ZENH B

N UEEEEEL L
O—2Z, N T +T 7>
BEEERIEZ LT L
- LRIERY TF L
VFLT7HL—RITK
DI = R0 R E
BIEL. 79 VF=
EEPHERT S, BIC
ACE HEHIZ 75D+
—voR#EHEET 2
. TS5V F = DE
PRI HEDEZN
WESINTWVWD,

Tooya=Z rJIIL ALY
YILALKVEF Y
v LR F L BT
AN69

[2.4, 13.2 BHR]

TFI74T7FT—n%H
WIBIENDH 5,

ZMAFETH B
AN69 IZ & D Il F =
YROREATUE L K
Blick 7o vx=>
DOREHH T 6 NEH
FTHEEZLNT WS,

TIUAFL >V

FILA
(FERREBEICHEHT 5
Be. 1277 L. hEE
BWEZIT->CbaBM
Foay hu—LhE
LARDEBEEZ K
<o)

[2.6 2]

FEBFEMER R B R
[FE, EAhY 7 LIMER
CERMED ) A 7 #Ehn
PHESNTWVS,

=

Loy FUPFT Y
v REEERPERS
NBATREEN D %o




kk

kk

%

BRPRAER - $EETTE

WP - fElRE T

TFUIFTT UV URE
ExTVS54 Y VRE
# (ARNI) :

FZE RN LY
V& »F hU LK

MEMRFENH 5 bh
2BETNDDH B, KA
#E5# T#IC ARNI 2
BE5T 25813 KEIO
B 57 5 36 Rtk

PRI &AM 7
SVF L ONEHII
flsnh, 79V9F=00
mEEs FRY 50
BN H 5,

ik FTRHEE LRV L,
IYVVAR F7:. ARNI 53 h
[2.7 28] TWAEEIT, Dixl &
& ARFE S FE 36 FEE
ANCFIEg 52 &,
10.2 HAEER HAICERT BRI L)
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1. BWEA
ROBMERDPHSDONDH I ENHHDT, B2 THITTV,
BENROONIBEICIRE 2 HIEY 274 EHEY) 2 0B 21T
HT &,

1.1 EXBGEIER

*k11.1.1 MEWTFE GEEAH)

WROR IR 20 S BE L & B REEOER 2K &9 5 ME
WEEDP S S DNHEICIE, BbIHRESE2FIEL. 7T RLF
U RS ROEEREED LB TS L. T BE. TR
K B, TREZHESBENERZESHSDNL I END
Do
11.1.2 ¥avT (BEERH)
11.1.3 DEFEE. JE (WIS IEEARE)
11.1.4 24ERE (SHERH)

(8.4 =]

11.1.5 SRMERRIAME. SFRAEIRAE. [/VRED (WIFnLEEAR
GE))
(8.5 =]

11.1.6 X (BEEARH)

MHEO7IT7—X, UN—EDOERENHODLNLZ ENH 5,

11.1.7 FEESMERRN (SERERER)

FEEL, MM, DPIREREE, B X AREE S 0L MBS H
EbNAHTENH 5,

11.1.8 RIBRMERIERN. hEMREIRFERIFRIE (Toxic Epidermal
Necrolysis : TEN) . FZEE#IRERAEIREE (Stevens-Johnson fE
R85, KEE (TN HEEARE)

11.1.9 883 (SEEARHH)

11.1.10 FFEEREREE. A2 (LI NLEEARH)

11.1.11 §AYILME (0.8%)

11.1.12 \ARKIVE Y TESWBEIREE (SIADH) (BEERE)
5~ Y LMEE, RIREEIME, REF bY 7 LAHREE O
o, SRR, EE, EREESZED HAREILVE CNEE D
WEMERE (SIADH) Wb 6bhnizHaicid, &5%2HikL. K
SEMOFIREBEY) 2 LB LZITS 2 &

11.2 ZDftDRIER

0.1~ 5% 0. 1% SHEEANER
- 27 L 7 F = »|BUN k&
= s
B, [k ANEZTVE VR
i T AT hZUY
MER . 5FERER
Mz
& B, O HRZ FARBBOE. £
F. BE
5 O F . AR Vs Vs E, T
Koz R e 55
&M . i, RN R mE,
TEER A o mEE (k. #®
IR)
e BAMAIR. (IR SR
H{bEs g5 RF. HL
AR OW#%
AST L&, ALT|#HE
i IR
IR 25 Ik UE (M) SRS e, IERE
BRE. 1ZTO.|RE MFS b | B EH 1>
ZDAfth 8. BRERE. |V AEET RFv A, BHE.
B LT . (R
13. BERS
13.1 fEIK
FERIE. BEORMETDH %,
13.2 &

EEOEIMEISN LT, ERAIEROBIRIESSEY) 2 08
2175 2 Lo AAIOEEARBYIE, MBERTIC &0 mA» 5k
ETZD, 72720, 7700 = bY LAY YR AVEES b
U LR (AN69) 2R W -MKER 2ThianI & [2.4,
10.1 ]



14. BRLOER

14.1 FERIBAHFOER

PTP @ DFHAIZ PTP ¥ — b2 6B M L CIRA T 5 & S48
B2 L. PTP ¥ — FOBRHICKD . B HLARH REHE
AFIAL, BICRELEBC L THIBRARSEOEE 2 & HE:
HETHEDD B,

15. ZOODFEE

15.1 BRERERICE D < 1B

15.1.1 4 > 2 Y EBOMERE TR OBESFICT I T
VUBEMBEAEA AR5 T A EICED . BIESEI D
TWEDRENDH S,

15.1.2 SHEICBW T, ARIRAFOBEPERES ONFH) I
KBMBERICTF 74 SF Y — 2K LIZEDREDH 5.

16. Z4EHAE

16.1 MoEE

16.1.1 8Os

BRAICT S 77UV~ LA VERE 5 XU 10mg % 1 ERRO#%E L
BE EPP IS N EEAR D 7 Y RO MEEHEE 3R 5K 4 BE
TE—ZIGEL, FEHIEA 14 KRETH 5V,
16.1.2 Rig#5

BEEAICTF I TIULY LA VEEES RO 10mg % 1 H 1[817 HE
HFEREORS LBa0mERRE? 5, EREERD s L0,
16.1.3 EFHWEIS R

IFT 7N LA VEESESmg [JG] & L=R—R§E5%, JOAF
—N=FICEDENTN28E (TFFTYNL~V LA VEES LT 10mg)
TR A BT ICHARERORS LT TS5 7)) L EE RO mEE
PIEEREY (T 7Y T ) BEZEEL., Bo N EYHE T £
—% (AUC. Cmax) 122\ T 90%EHEXIEIC THETARNT 21T - 7248
2. log (0.80) ~log (1.25) O#HHENTH V. FHIOEYFAHIREFME
PHER S N5,

(1 =579

(ng/mL)
180 ¢

% —o— IFSTINVLAVEEESESmE [JG)
ilZO -o— L =~— Z5E5
T Mean=S. D., n=20
7
7
i 60
b
-3

0 O

0l 3 6 12 24 48

H 5% 0w (hr)
HERE/ST R —F

HEIST A =5 BEINT R —

AUCo-48 Crmax Tmax T2
(ng « hr/mL) (ng/mL) (hr) (hr)

IFIT TV LA

+ + + +
» BetisE 5mg [1G) 204.3+61.9 | 131.6+44.8 | 1.0%0.3 0.7+0.2

L=R—Z$E5 198.0+£54.1 | 136.8+45.3 1.0+0.2 0.7+0.1

(Mean+S.D., n=20)

MEEFEEENE N AUC, Cmax B35 X — 413, #HERE ORI, (AKD
FRENEI% - BRI EORBEFIC L > TERAUHEDSH 5.
2 =F57U5 ¢

(ng/mL)
60

—o— IFSTINTLALEEESESmE [JG)

-~ L =~R—2§E5

Mean#S. D., n=20

n
vl

et SANINANINISR TR =3
o8

0
013 6 12 24 48
# 5% R (hr)

ENEREINT A =5
HENRT A=Y

BENTA—H

AUCo-48 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
IFITINT LA
+ + + +
* EESE Smg [1G) 297.8+78.8 | 32.71£10.06 | 4.0+0.2 6.8+3.3
L=R—R$ES 307.0+£86.3 | 32.61+£9.87 4.0+0.0 6.9£3.6

(Mean+S.D., n=20)

MAFEFEEN N AUC, Crax E0/85 A — %1%, #E8HEOBIR, KiKD
WA - RS ORBEMIFICL > TERAAHEEDH 5.

16.5 HEitt
BEFERAICTFS YL LA VEEE S RO 10mg % 1 [EREH#RS Lk
Ha, BICRPICHRttS N, B5% 48 K E CORITF TSI ILv LA
VEE (RE(ETFSTUNT LA VEEIE+D T ¥ BE) ORBPERRIZ
52 RV 64%TH 5V,

16.6 HEDERZHIBEE

16.6.1 BHEFLEE
BHAEIEH 5 AR M EERE R CBEB R 2% M4 AR S EE
BEICTF TSI LA VBE 10mg % 1 EREOHRS Liz5a. 8%
BAR2BHEOMBFEEIL. BRELEBHICHAYFEHOER. K&l
B MR E AR FEEOEAASED 5150,

16.6.2 IR
2 n A~ 15 RO/NROBIEREEREIC, TFHT VLA VEEE
(6 A - 0.15mg/kg. 6 bl ET{AE 28kg &K : 2.5mg. 6 ®E
TiFRE 28kg LU L Smg. 125&L k1 5mg) P& 1 H 1 [\ 7 HERER
O35 U7 BRICB W, TEEER Y 7 2 RIED AUCo-24nr M T Crnax 135
WICEOTREETH -7z, KEHI-DOHEICHE L AUCo240 K
0" Cinax [ ER IS THEIN L7228, (ARERH 20 OREICHRE L
AUCo-24nr KT Crax IZHEMNZERD 6N > T2, EFRETERED T
¥ REOERBEIX 14 BRETH 72D BEAT—%),
) BILEEICOWT, AFIORRSWI/NEORRIE, £% 1 » AN Eo/NRICIE

IFSIFYLT LA VEEE LT 0.08mg/kg TH 5.

16.8 ZDfth

(IFSFUIT LA VEESE 2.5mg [JG])
IF5 VI LA VEEESE 2.5mg (]G] &, [GEPSEL 2 EOEE
BEIDEYZORSERBE T RS0 > (BR124E2 A 14 B EEREs
645)] ICEDE, TF 5V LA VEIESE Smg [JG] % EHesl|
L L BHRBROMER, BHEEHIIFES L HE SN, EMENICASE L A
rEnd,

(IFSFUIT LA VEESE 10mg [JG])
IF5 7)< LA VEsESE 10mg [JG] 1&. [&EPREL 2 EOER
BlOEMENRSEERBE T RS0 (B 184E 11 A 24 A HARE
FE 1124004 5 Bl 2) ] IcEDE, 255V L~ L1 VERE Smg §iE
EAZHERIA] & U 7B HRBR OSSR, EHEHIIFES S HE SN £
IR & A sniz?,

17. ERFRRE
17.1 BERUCRLMICRIT B5HER
(SIEE)
17.1.1 EABRRER

8% PEEARRM B ERE 2 0 RE L ZEEREERB L O EEA
RBESNEEEE2MRE LHERBORR. -7V Lv LA Vg
HOBREARD 5N TR0,
(BHLF2)
17.1.2 ENBRHRAER

EH 44 fEgk cEM S N7z —EEMEEGRERZ & TRET 128 fl (s
FERBAT AR G]) OB RRERIC B LT B EoERIX 37.5% (48/128
Bl) Thotz. BB, TIEREMBE Lz ZEERLERBRORERIL
49% (32/654) THD. FILRICHNEZICENTBY, T+57
YLw LA VBIEOBRESRD 5N TNE,

18. EMFEIE

18.1 {ERtER

(SIERE)

18.1.1 T+ 57V Lv LA VERIBIZREOMINGE Y 7 ¥ RMEICHIKSE S
N CDOIT Y REBT o IF T 0y U EMBERZEE L, £ENAETEY
BThr7 4Ty NOERENGIT S 0k > THREDRZ
HiET B9,

(BHEDAZ)

18.1.2 T+ 57V Nv LA VEEEDEEETH Z D7 ¥ RIEM, JU# LTz
Loy - PUVFTF Yy s TAVRATO Y REIHIT A EICE S T,
FICKHEMERR 2 ED S, MAHKOREAREZERT 5. 0K,
TS SHE SN, MARBOEAD 2 VIERARSIC X2 EMDE.
DIERDWENSFED 5NB,

18.2 BMEICH T B1EFA

18.2.1 7V IF 7Y U ERBERBE(ER
nvitrtoRBICBVWTIF I FILY LA VBIEDY 7Y RMEIZ TV D
MAFP SR L7 IV T 0¥ Y EBEEBERIIN U CGRWEEER 2R
To T2y FRUA XTI FSTILT LA VEEEZROKRE T 5 &
NREDT > VFTF vy T IHd 2R ERIGZIME T 519,

18.2.2 [RHE{ER

1) =F5 7V v LA VBBBEIEMEERFET v b, 1 BREEEINE
Fv b, 2BEBHEMET Y FOMER2 NESE, ZOERIEH T T



YLD 355, BB, TORESRIZ 2 FHBESNET v MIB
WCHICERTH S0, £/ b FaruaF 7Y REOFHRICKVERE
WMROHEHERTY,

2) TFF VT LA VEREE 2 BEBHENET v b &EIEBRFEIE
F v MIEEROKRST 2 L REHMPRE LZBESREPEON. £
7oy BEHRIEICHES MED Y INY > RIREIZE Ui,

18.3 BHELAZICH T B1EA

18.3.1 MITENABICRIF T RE

(1) 7y FOBHLARREFVIBWT, 7 ¥ MEILDEE. DIUEEIC
WHIFEACHEREZ 52 L. AR (EERAHE) ROBER
(CHEEIRITE) 28RS, DEREZNET 519,

2) A XOBEOAREETVICBVWT.ITF T TV LA VEREIZ O

IIHEEACEEREZ 52 &< KEMEERZED s, DHHE
EHEREE B9,
BB AXDAEDARLRETVICBWT, V7Y NMElZ, ERLU-MEET
VIUFTF UV VIROTIVRATE VBEERIEIT A EICE > TLOHTA
i (FREIREEAE) ROBES (CFE8IRE) 28R L. MHHEZER
SEBHIEFRDENZD,

18.3.2 HEMFIR
Sy FOBELAREETFTVICBWT.ZF 5TV LA VEEEZ 1 F/H
BOBG U7 AER, MBI EEAREFHR 2 W LEERSERICHEML,
EHITDIEAAHET W2,

19. BZASICBT 2 EEFHIFR

—M& : TF5 TV v LA VEE (Enalapril Maleate)

b24 0 (29-1-{(29-2-[(1.9-1-Ethoxycarbonyl-3-
phenylpropylamino]propanoyl}pyrrolidine-2-carboxylic
acid monomaleate

733 C20H28N20s5 - C4H404

FE 1 492.52

R BEOREXIREREEDHRTH %,
AE ) —=NIEFR T KIILY ) —)b (99.5) 129
FIZ< KL 7R M MY MITHEFIT W,

Al R 145T (%)

20. PRV EDEFR
FERINER BT TRET S &

22, @

(TFSFUIT LA VEESRE 2.5mg [JGD)
100 ¢ [10% (PTP) Xx10]

(TFSFVILT LA VEESE Smg [JG])
1004 [10% (PTP) Xx10]
500 % [10%E (PTP) x50]

(TF STV LA VEESRE 10mg [JGD)
100 #& [10%E (PTP) x10. #RAIAD]
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