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I. BEICEYTSEE

1. FAROEE
AFNE, =F T TV~ A VBB EADR D & T AT U T vV B RBERILERITH 5,

(=FZ 7V~ LA CEiESE 2.5mg INIkP)), T=FF 7V b~ LA UEEHESE 5mg INIkP]] KT
[2FF5 7V~ LA S 10mg INIkP)) X, AELY 7 —~HRASHEN B RERS L L CH
A A L, B R OB IEE R E, REERER., EWFENRSERBRE £ L, 201448 A 15
AICRGR 2 BufS, 2014 4F 12 A 12 AICIRGE & BAAG L7z, CREFEE 0331015 5 (FRk 174 3 A 31
H) 12X KGRPFE

2025 F 11 H 30 HIZHEL Y 7 —~#X&ttn & B E TR St~ BEER GE AR &M S iz,

2. HAROEBRENEHYE

(1) RENX, =F T TV~ LA VBEERRS & T DRI T v o7 v v VAR SR L EAI T H
Do

(2) ERREWERE LC, MEMRE, > a7, OHEZE, ROE, SEEREE, LmERBOE, #
WERIERIE . i/ VA | DS, VMRS, SRIAIME R G 28 . Hh it 2 Fe P iR e (Toxic Epidermal
Necrolysis : TEN) . FJE kAR AE ¥ (Stevens-Johnson JEMERE) . KHIE. SEEL. ATHERERE =
AR, @AY U AMAE, FIRRFBVECAREG SWERRE (SIADH) 238E I T2,
(TVIl. 8. (1) BEKRZREIEM & PIHIER ] DHES )

3. HEROHFFHRE

(1) PTP > — NIy Far be—nraiT, 18I EIZHN4. GEERR LT,
4, EEFEFERAICEAL CTRAMT NS
W IEAE B 284
i 4% ZA FL, BRI
S IHEET 1 kT | ’
RMP 4
BIMD Y A7 Fg/MeigE & LT Fii:
ERE STV 5 &k
Heqm Al HEE T A R A > 4
1R - oD BE 7 S T A iz

5. RERZHRUVRE - EFRLOFIREIER
(1) RBEH
L7
(2) & - EALOHBEIE
PR

6. RMP D=
BN ANA



I. &WICEYTSER

1. B5EA
(1) M4
TS 77V~ LA R 2.5mg [NikP |
TF T 7V~ LA RS 5mg [NikP)
T} F Y~ LA URESE 10mg [NikP)
(2) *4
Enalapril Maleate Tablets
(3) &AFDHRE
—frA L0

2. —i&4
(1) M& (WwAE)
TF T TV~ LA U (JAN)
(2) #4 (WMAE)
Enalapril Maleate (JAN, INN)
(8) RT L (stem)
TUXRAT v kRS (ACE) BRESE ¢ -pril

3. EEXANETRERX
et

CO:zH

CO:zH

4. HFRRUDFE
432 0 C20HasN205 » CaH4O4
Sy & 492.52

5. {£E4 (MAiE) XEXH
L5241 (28)-1-1(28)-2-[(1.5)-1-Ethoxycarbonyl-3-phenylpropylaminolpropanoyl}pyrrolidine-
2-carboxylic acid monomaleate (IUPAC)

6. {BERA. fla. BE.
ez L

5&S



. HHEP BT SHER

1. YEEMEE
(1) %M - K
A DRE i XUTAERIED K TH 5.
(2) BFE
AL = NZRTRT K, KT 7 —b (99.5) IZ0R0RTIZ< K, T =M McETFIc
VY,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
RS - K9 145°C (50 fiR)
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
FEXE [al § @ —41.0~—43.5" (§tk, 0.25g, A%/ —/L, 25mL, 100mm)

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) RO AT b VHIER
B U o AEERNEIC LV RBR ATV, KDALY MLERFEDOBBASY NI ST 7V v
~ U A UEEEARES D AN MV ERHERT D L & WE DAY FVIEFREE O & 2 AIZFRERO R
FEDOWIR 278D 5,
2) Biebos
AEZEBAR L RN =T NV =—T LV EMA TRV IEE, 7L BN o TFro—T Va8 E
U CHRTEEBEWICKREMZ, W~ Tl ) v R R E M5 L&, RROREITEBIZHZ 5,
(2) E&E
Bk a~ 777 4—
o R SN EE G
B © U B OKFE S MU U LK, K. KRBT R Y U AR, 7' b= U VIRIK



V. RAICEIYSIEE

1. #i
(1) FEORXZ
FEE
(2) REONBEUHERK
77U 7 7Y 77U
e ~ LA VR EE ~ LA R EE ~ LA R SE
2.5mg NikP| 5mg [NikP] 10mg NikP]
ValbiZ FhE Hitk e f 4 5 HRbE
e At 5Tk
i s VA
N, &/
[« O O O
i = = —
EA (mm) 6.5 6.5 8.0
JEE (mm) 2.3 2.3 3.2
B (mg) 100 100 200
A= — R n 815 1816 n 817
Mo — R s15 @s16 817
(3) #@Ala—F
(MV. 1. (2) WHIOHNEB ROV ] DOEZH)
(4) HEOYHE
(MV. 6. BAOEFESEMETICBIT HLENE] OHSH)
(5) £tk
L7
2. HEIDOHER
(1) A% GEERS) OEERUVHNA
=FZ 7Y =FZ 7Y =FZ 7Y
W 7E4 ~ LA BB ~ LA R ~ LA R SE
2.56mg [NikP| 5mg [NikP] 10mg INikP]
1 FE 1 e 1§EH
BN ST TSV A UBE TS S N~ LA VBT S Y L~ LA R
2.5mg 5mg 10mg
HBEARFW, b a v IR, hryEnav T REBAKFET Y
FUT L RBKET NV | T L, TAT7—AbT T, AT TV U~ TSRy
ANl UL, TNT 76T TN A TR, S = T gk
V. ATT U U~ TR
AN




(2) BRESORE
M ER e L

(3) BE
BRI L

3. BNERROHEBRRUVEE
FAROSA

4. Al
FARANA

5. BAT DHREIED % S XMW

B R L

6. HADEFEEHTICEITIREEY

(1) TR

OxF T TV N~ LA ERESE2.5mg [NikP| J#EER  40°C - 7T5%RH [k alEEE (PTPmE) ]
HERTE H =357 LRAFHIR
<HiKE > B BH G E 2% A 47 A 6 5 A
Mk n=3
1050381 ioRay RAY e &
< E@@$ﬁ> P ) P ) @m =
HeFREER  n=3
) 1050381 e BNy TRy Ry
G2 o~ h 757 4 —) - -
ﬂgﬁ&(?”E)“* 1050381 A e e By
<¥1>
EHME (%) n=1
itk (6) n=18 1050381 99~102 98~101 97~101 95~100
<1574y, 85%LL >
Pa=N % >:<2 -
SR (%) n=3 1050381 97.6 98.2 98.9 98.2
<93.0~107.0% >

K1:xF T 7Y T—h ;2% UTF, =2 F T 77U hERT DR 1%LLT

X2 RARRICKHTLIEEE (%)

OxFZ 7V v~ LA UK mg [NikP) JdaEER  40°C - 75%RH [ mEEiE (PTPoE) ]
ARERIE H =R PRAFHA
<Kk > &5 BR AA 1 1% H 3% A 6 %A
PESR n=3
1261 e e ERe &
< FUbkEoHE > H H e B
BB n=3 A A N N
(2 a~ k757 ) 1261 Ea A L A
§iERE (HPLC) n=
e %;;1>C)“‘3 1261 TN TN it it
VEHME (%) n=1
f?f;%i>(8;9/£?l;§ 1261 94~101 96~100 99~104 93~103
AN (4
=N % X9 -
ii . )107 0; >3 1261 96.5 96.5 95.9 96.5

XK1:x=F TV T—F 2% T, =F 77V NAIT FERT IR 1%

X2 RARRIIKHTIEEE (%)




OxF T TV N~w LA RS mg [NikP) ISR 40°C - 75%RH [ tiEaE (NN T a14E) |

HERTE H oy b PRAF IR
<K > 5 BH AR RS 1% H 3 »H 61 A
PEIR n=3 o A o A A e A
< FTUVHRE D FBE > 1060381 Bk A A A
R n=3
1060381 e Ay WA A
Wgru~ 257 4-) e e e e
WiEESER (HPLC) n=3 . . . .
s %ﬁ<§°<1> ) n 1060381 e e e e
EIE (%) n=18
fir/\ ( ;;0/ ;L> 1060381 101~103 96~100 96~103 96~99
WARN (]
a8 (%) *2 n=3
SR (%) " 1060381 97.9 97.9 98.3 98.2
<93.0~107.0%>

K1 :x2F TV T—b ;2% UTF, = F T 7UATT FERT DR 1%L F

X2 RARRIIKHTL2EEE (%)

BRI © 2008/12/24~2009/7/9
OxF T 7V N~ LA CEEEE10mg [NikP) IEER  40°C - 75%RH [HfsrldpiE (PTPaAE) ]

BRTE B =RV FRAFHAR
<K > B BH AR RS 1% H 3% A 6 » A
‘ 1412801
PR n=3 A . N N
< HFUBka D EE > 1412802 A A A A
0 1412803
o 1412801
TR ER n=3 . . . .
i - ) 1412802 pay A A A
¢‘ Eé.' 1< u—
! 7oA 1412803
1412801
fifrakE (HPLC) n=3 . . . .
R %ﬁ<i'<1> ) » 1412802 A bRy A A
: 1412803
AN —ME (%) n=3 1412801 3.68~4.94 3.46~4.88
(& B —PEER) 1412802 2.92~5.93 — - 4.56~6.32
<15.0%LL F > 1412803 2.90~6.92 3.94~5.08
VU (%) 18 1412801 98.6~106.1 99.0~105.9 100.3~104.7 98.3~102.0
- =
j:ao N ;5Lyui> 1412802 | 100.2~104.8 99.2~105.9 99.4~103.1 100.0~103.1
7 ’ 1412803 98.8~104.0 98.7~106.7 99.2~103.4 100.1~104.1
e » 1412801 99.4~100.7 99.3~99.8 99.3~99.9 100.2~101.2
& (%) ™2 n=3
3.0~ 107.0% > 1412802 98.9~100.5 99.5~100.7 99.9~100.6 101.2~102.2
‘ e 1412803 | 101.1~101.4 | 100.0~100.4 99.8~100.9 101.1~101.9

XK1:x=F TV T—F 2% T, =F 77V IT FERT VAR 1%

X2 RRBIKT B EAE (%)




(2) EodSRREDZ ENE
Ox=F T TN LA UEEEE2.5mg [NikP|

IEpdE 40°C s, AERA

HRERTEH =BV LRAFHIR
<K > B BH G 1% A4 2% A 37 A
P n=3
R n 1050461 | Ftam 3R fen e X a3
< FEEDFEEE>
#ifERER (HPLC) n=3
R (HPLC) =8\ | o oa61 N W N o
<H1>
mfE (%)  n=6 1050461 103.1 100.1 100.1 100.3
<1547, 85%LL k>
o (%) *? n=3
1050461 101.7 97.9 98.0 98.0
<93.0~107.0%>
(2%1H)
1050461 40 35 40 37
g (N)  n=3
1 : O FF77VT—1F;20% 0 TF @DKPIK (U7 hERT IV UAR) ; 1.0%LL T
X2 RARRIIKHTLEEE (%)
OxF T F Vv~ LA UEEEEE2.5mg [NikP)  #EAdE  25°C - 75%RH LG, BRIk
HERTE H =N LRAF I
< JHHE > HE BHAGIE 1% H 25 H 35 A
D 1050461 | Fifam sk 03 T Atand
<A FiE> B - B B
#ifERER (HPLC) n=3
PR (, ) m 1050461 A A FHA FHEE
<H1>
BE 6 n=6 1050461 103.1 98.2 94.8 94.0
<157%y. 85%LL > ’ ’ ’ ’
o (%) *? n=3
1050461 101.7 96.6 94.2 93.1
<93.0~107.0% >
(2% 1H)
1050461 40 16 15 18
A (N) n=3

1 : O FF7 7V T—1F;20% 0 TF @DKPIK (U7 hERT IV UAR) 5 1.0%LL T
X2 RTEICHTLH2EAR (%)

Bitgsh - K5

OxF T 7Y v~ LA UEEKEFE2. 5mg [NikP)

AN 95°C - 45%RH., Bt [£92500Lx, Bk

ABRIE H =N Fange ' B
<K% > &E5 LGS 30 5 Lx-hr 60 5 Lx-hr 120 )5 Lx-hr
Mk n=3
1050461 DFEEE DFELE DFEEE DFELE
S EREXPE S ERENRE 37 EREXPE S ERENRE 37
#iERER (HPLC) n=3
1050461 k= A iR ik
<¥1> Pl @m P ) @m
e (%) n=6 1050461 103.1 98.2 98.2 97.4
<1547, 85%LL E> ’ ’ ’ ’
&8 (%) *2 n=3
1050461 101.7 99.0 99.7 98.8
<93.0~107.0% >
BE
(&5 1050461 40 21 24 22

A (N) n=3

1 : O FF77VT—1F ;20% 0 TF @DKPIK (U7 hERT P UAR) ; 1.0%LL T
X2 RTREICHTIHIEAER (%)




OxF T TV~ LA U EE mg [NikP) A% 40°C LEE. KEA]
R H =S/ PRAEHI
<HHE > &5 BA A1y 1% H 2 H 35 H
MR n=3
<HHENCERRZAT S 990 | 1060391 | 5 TWHREDFESE | 5 TV WkEOFEEE | 9 T WO FEEE | 9 TV ka0 FbE
PRt D BE >
OB (HPLC) =8\ | 0 ha01 B TPy A fiPa
<¥1>
i”?i (Z’;%uii 1060391 102.2 93.5 96.7 94.4
&8 (%) *2 n=3
08.0~107.0% 1060391 99.3 99.3 99.3 99.4
(B&{H)
WE (N)  n=3 1060391 67 68 70 63
#¥1:O=F7 7V F—1h;20%LF @DKP{& (U7 hEXT T U1K) 5 1.0%LL T
X2 HREIHTHEEE (%)
OxF T 7Y N~ LA S mg [NikP)  #adE  25°C - 75%RH LEYE, B %]
BRI H =N xeli]
<k > sy BR R IRE 14 H 2 % A 3% A
Pk n=3
<HHEICHEREAT S 53| 1060391 | 9 TWHKEDFREE | 9 TWHKEORE | 5 TUWHkEDOREE | 5 TV WBktaDFE s
PR D bE >
HiERR (I?PLC) n=3 1060391 A THEE THEE THEE
<H1>
VAHIME (%) n=6
<154, S5%ULLL> 1060391 102.2 93.5 96.7 94.4
&R (%) % n=3
—93.0~107.0% > 1060391 99.3 96.6 96.0 94.4
(&)
BE (N n=3 1060391 67 8 9 11
¥1:O=FT77VUF—h; 20%LF @DKP& (P47 hERTDUE) 5 1.0%LL T

¥2 FOREICHT HEAE (%) kA o K
OxF T 7V v LA UEEERES mg TNikP) @ik 25°C - 45%RH, B [£92500Lx, B k]
AERTEH 7k FRIR S
<M > FH BHAARE 30 5 Lx-hr 60 /7 Lx-hr 120 & Lx-hr
Mk n=3 .
. ; . FEAMAIE 12 OOV
<FWEICEREAET S 9TV | 1060391 | 5 TWHkEOHESE | 5 TWHEOFESE | 5 TV kGO FEEE Eﬁjhgw)%
Bt D FEEE > mEE
WiERE (HPLC =3
PERER (HPLC) o 1060391 e W A TR
<W1>
miifE (%)  n=6 1060391 102.2 99.4 100.3 99.2
<1574y, 85%LL >
&8 (%) *2 n=3
1060391 99.3 100.4 98.4 100.0
<93.0~107.0% >
(&)
1060391 67 40 35 40
W (N) n=3
1 : O FF77VT—1F ;20% 0 TF @DKPIK (U7 hERT P UAR) 5 1.0%LL T
X2 RARRIIKHTL2EEE (%)




OxF T 7Y v~ LA UEEEEEE10mg TNikP) G 40°C [, K[ERLE]
ERIE oy bk PRAFHAR]
< JHHE > H BH AR IRE 1% H 25 H 35 A
PR n=10
< HHEICERREZAT S 590 | 1412801 | 5 T Wk OFHEEE | 5 TV OFHEEE | 5 TWVBkBOHESE | 5 Tk FHEE
B o FEeE >
#iEERE (HPLC =3
MERR (, ) n 1412801 WA WA e ke
<¥1>
mifE (%)  n=6 1412801 102.4 102.7 102.4 102.9
<3047, 85%LL >
@i (%) %% n=3
1412801 100.0 100.0 99.8 99.3
<93.0~107.0% >
HEE) WE (N
(BHiE) fr“ () 1412801 37 43 40 39
n:
1O FF7 7V T—1F;20% 0 TF @DKPIK (U7 hERT IV UAR) 5 1.0%LL T
X2 RARRIIKHTLEEE (%)
OxF T TV~ LA UEEESE10mg [NikP)  #@dE  25°C - 75%RH [EY:, Bjk]
ARERIE H = PR HA R
< JHHE > H BH AR IR 1% H 25 H 35 A
PR n=10 N . N . . .
. T DT NI | T< T 0IIHEE | < bR
< FIEH B A A5 590 | 1412801 o . ;; o fk% . ;; o ff . . ;& o ff .
XD - - -
WiEERER (HPLC =3
PR (HPLC) - n=8 1 oeon T ETTN FEA R
<¥1>
WHPE (%) n=6
1412801 102.4 . ) 2.
<304y, 85%LL k> 80 0 975 96.9 92.6
a8 (%) *2 n=3
1412801 100.0 99.8 100.2 96.4
<93.0~107.0% >
(BEWE) FE (N)
1412801 37 6 8 10
n=3
%1 : O F T 7Y T—F ;20% 0 F @DKPIK (P4 hERT I UAK) ; 1.0%LL T
2 FHRBITHTIEAR (%) Pl A N
OxF T 7Y v~ LA UEEEEEE10mg [NikP)  #4a%E  25°C - 45%RH. B¢ [92500Lx, B i)
AERE H SRV AR &
<Jfig > e B A 30 5 Lx-hr 60 77 Lx-hr 120 7 Lx-hr
PR n=10 R S A
<K HEICEBRE AT 59\ | 1412801 | 9 TUMkadFEsE | 5 T ka0 FEgE | . ZAFON BEAIMIE 12
MO FEEE > A0l OOENZFRD 7=
WifEstER (HPL =
RS (HPLC) - =3 | oeon e T T e
<H1>
=M (%) n=6
1412801 100.2 100.2 100.2 102.
<304y, 85%LA k> 80 00 00 00 02.0
a8 (%) *2 n=3
1412801 100.0 100.0 101.0 100.8
<93.0~107.0% >
BB B (N
(B5H) E?h ) 1412801 37 22 22 23
n:

1:D=FF 7Y F— b ; 2.0%LLF @DKP k(P4 hERT VUAk) ; 1L.0%F
M2 FURRITHT 5 EHH (%)




. RERERVBERERORENME
LR

8. FILDEAELL (MEILFMEIL)
AL
9. BHt

(1) WEHIBE

ST T YN LA UERERE2.6mg NIkP), =7 7V L~ LA VEEtEEES mg [NikP] KON~ ) T
TV N~ A CEEFE1Omg INIKP] X, AAERFEELERICED NI TFT T TV L~ LA
Feiise (2.5mghE. bmghe, 10mghe) DOFEHBUSITHG L TWVD Z LRI TV D,
GRERIKIZK900mLZ VY, 7S R/LEICE V. 50rpm CTiBR %179 ,)
B B

R L E R (GRS
2.5mg 15 43 85%LA I
5mg 15 5> 85%LA I
10mg 30 47 85%LA I
(2) w2

<z F T 7TV = A CEEESE 2.5mg [NikP] >

BIRIEI L DAY FIRGERBR T A R4 CEK9MF 12 A 22 H  [EIKEE 487 ZRIWR)
kIR 21

HEE HARERS EHRBE SRk
[Al#R%E K OFABRIE : 50rpm (pH1.2. pH4.0. pH6.8. /K)

AIE]

- pH1.2 (50rpm) TiE, FEAERFI R ORI E HIZ 15 53 LANIC Y 85%LL Vs L=,
- pH4.0 (50rpm) TiE, FEAERFI R ORI E HIZ 15 53 LANIC Y 85%LL By L7,
- pH6.8 (50rpm) T, FEAERIAFI N OURSIE E BT 15 0 AN Y 85%LL EiAH L=,
< K (50rpm) TiE. FEYERIFIK AL E HIT 15 4 LAY 85%LL EIRH LT,

LUk ARG O 258 2 RG] (L =~— 2B 2.5) & H LEfER, TR ToORBRIKRIZHE VT 1%
FE RIS DA F R FEERER T A R T A ) OHEIEEITES LT,

10



(¥ tH el )

BHE (%) pH1.2 (50rpm) BEE (%) pH4.0 (50rpm)
100 | A= == e 100 | Am——— -
/
80 | 80 | ’
I
60 Vi 60 | 7
7/ /

40 | —e— TS LTl UEsEs || 40 T e— T TL A EEER

20 L 2 5mg NikP 20 | 2.5mg NikP]
- = L T N—R§F25 -t = L TAN—2F25
D L' L 1 L D Ll' L 1
0 10 15 0 5 10 15
B (43 B (43
BHE (%) pH6.8 (50rpm) BHE (%) A< (50rpm)
100 A= == 100 A= ==
s /!
80 ’ 80 ’
s Fd
60 | 7 60 | Y
7/ /7

40 ¢ e TFSTUNLTL o vEER || 0T —e— T35 FUILTL A UENES

20 | 2.5mg TNikP] 20 | 2.5mg TNikP]
- = |, " N—AR25 - = L TN—2F25
0 ¥ ‘ : 0 o ‘ :
0 10 15 0 5 10 15
B (43 B (43
(n=6)

<z F T 7V Nv A VRS bmg [NikP] >
BREELOEYFHIREERBRTA 70 CERR9FE 12 A 22 B EIEFEF 487 5HIR)

ARG
2EiE - AASERS  BHERBE N RUVE
[l S ORI : 50rpm (pH1.2, pH4.0, pH6.8, 7K)

CHIE]

- pH1.2 (50rpm) TiE, FEAERFI R OATITE HIZ 15 53 LANIC Y 85%LL Byt L7,
- pH4.0 (50rpm) Tl FEAERIFI N OURSIE E HIZ 15 0 LANIZ Y 85%LL EiAH L=,
- pH6.8 (50rpm) Tid, FEHERIFIN OAMNIZE HIT 15 43 LANIC Y 85% UL EisH L=,
< K (50rpm) TiE. FEYERIFIK AL E HIZ 15 4 LAY 85%LL EIRH LT,

PIE, REOEHZEE 2 ERG (L =~_—2§E 5) LB LIRE., T TORBRKIZIBNT
FEESE L DM FHI R FENERER T A BT A > ] OFEFEEITEE LT,

(B R
EHE (%) pH1.2 (50rpm) BhE (%) pH4.0 (50rpm)
100 A-=m=m=-- w00 . ae-=
80 80
60 60
40 40

—— T+ 57 ILT L A EEIEEE
5mg TNikP 20

—e— IS T7VILTL A UEETE

20 5mg INikP]
0 il e s . 0 e R P et 13
1] 5 10 15 0 5 10 15

B (55 B ()

BHE (%) pH6.8 (50rpm) EHE (%) & (50rpm)

100 100

80 80

60 60

rd
40 T e— TS UL TL T EE || 40 e TS TULTLA B

#Ebmg NikP
- & = | T N—2FE5

#E5mg TNikPJ
- = | = N5

0 5 10 15 0 5 10 15
BFE (&) BrE (&)

(n=6)
11

=N



(3) B ENE 280 EERA O L) 7RO R 1R 9

<xzFF TV =LA RS 10mg TNikP] >
RN DO ERRA LY TFTHIRIEERBR AT A K74 Pk 184F 11 H 24 H  SERFAR
% 1124004 =)

AR
2EE - AASRS  BHEBE N NVE
[l %K ORI : 50rpm (pH1.2, pH3.0, pH6.8, 7K), 100rpm (pH3.0)

CHIE]

- pH1.2 (50rpm) TiE, FEHERIKI KL OARSILE BT 15 23 INIC ) 85%LL EiEH L7z,
FTo. RIS (15 47) 1T 2R MO 2 ORI, AR OFE R+ 15% O #iFH %
B25HON 12 FEF L{ELL T T, £25%DFAEZBZ D b DN/ -T2,

- pH3.0 (50rpm) TiE, FEHERIKI KL OARSILE BT 15 23 INIC ) 85%LL EiEH L7z,
FTo. AR (15 47) ICHT 2RO 2 ORI, AL O V% R+ 15% O #iH %
B25HON 12 EF L{ELLF T, £25%DFAEBZ D b DN/ -T2,

- pH6.8 (50rpm) TiL, FEHERIKI KL OARSILE BT 15 23 INIZ ) 85%LL EIEH L=,
Flo. RIS (15 47) ITHBT 2RO 2 O HERIT, AR O VE R+ 15% O #iH %
HZDHHON 12 P 1ELL T T, +25%D#PHAEZBEZ 5 H DN -T2,

<K (50rpm) TiE, FEAERIEIL AT E B2 15 3 LANIC ) 85%LL Evat Lz,
Flo. RIS (15 47) IZHBT 2RO 2 O HERIT, ROV E R+ 15% O #iH %
Bz 25HON 12 FF L{ELLF T, £25%DFHAEBZ D b DN -T2,

- pH3.0 (100rpm) T, FEAERLAIR OARGIX E HIZ 15 0 LANIZ ) 85%LL EIEH L7z,

FTo. BRAEERES (16 47) ICBT 2R OME 2 ORI, ARG OFLE £ 15% O #iH %
B2 5HOMN 12 L{ELL T T, =25%D#FHABEZ 56 DN -1,

Pl b, RO EE 2 EERE (=) 5 7 ) b~ LA URetEsE 5mg INikP)) &Ml L7-fE 5,
NTORBBEITITNT R D80 B RA O LW ER RSB T A N T A 2] OjE 1
CHE L2 Lnb, EMFIICESE & AR ST,
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(¥ HH )

BT (%) pH1.2 (50rpm) BHE (%) pH3.0 (50rpm)
100 | 100 }
80 | 80 |
60 |- 60 |
—e— T Z T VEERE —_—— TS5 T R
0 10mg T NikP] 40 - 10mg T NikP]
20 - =TFSFY LT 7 BEsE || 20 [ - = TS5 F) 7L A VEHERE
5mg TNikPJ 5mg [NikPJ
0 L' 1 I 0 L' 1 I
0 10 15 0 5 10 15
BefE (530 B (530
ELE (%) pH6.8 (50rpm) EWLER (%) A (50rpm)
100 | 100 |
80 |- 80 |
60 | s 60 |
L, —e— TSI VEEER —e— TSI TL A EEESE
40 . 10mg TNikPJ 40 10mg TNikP
20 - =I5l 7 VBHERE 20 -t = TSI 7L SEEIEEE
5mg [ NikPJ 5mg TNikPJ
0 o \ ‘ 0 of 7 ‘
0 10 15 0 5 10 15
B () B (e
BHE (%) pH3.0 (100rpm)
100 » i o 4]
80
60
—— T T T B
40 10mg TNikPJ
20 -t = T3 7L B
5mg [NikPJ
0 A ‘
0 5 10 15
BFE] (o)
(n=12)
10. &% -aX

(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
% L7
(2) A%
L<IFSTIVN=T LA UBIESR 2.5mg TNikP] >
100 & [10 $£X10 ; PTP : §z/&@AIA Y ]
L<ITFSFTIVNT LA UBIES 5mg TNikP1 >
100 2 [10 #E X 10 ; PTP : & fEHIA YD ]
500 #& [10 & x50 ; PTP : #zfAIA Y ]
500 88 [T A5 NT - WIRAIAD ]
L<ITFS5TIYNLT LA UEIESR 10mg TNikP1 >
100 2 [10 #E X 10 ; PTP : & aHIA D ]
(3) PHEBE
% L7

13



(4) BHROME

1.

12,

W 7E4 PTP & VAL
sty DA AVAL NV 2 gl VO 4 B
et sE 2.5mg [NikPJ] |PTP : AUk =17 (LA,
V=N RV T2 ()
TFIFTTI N LA ER— R Z AT - TAI=T XYy T T UF
fetEsE 5mg [NikP| Lo RYZF LT Ix—|iplihkl Vo
N A TEEM ARBERY T F LT 4L
TF T T Y~ LA R ) B AL

WEtE8E 10mg NikP)

BIRIR S0 5 HHE
AR L

Z Dt
R REHR L

14




V. ARICEYSEE

1. BREXIEHER
OARREME MR, BV A, B il rmmrr N I =
OTROIREET, v U ZBHA FRAEOERERRA 255 L TH a0 R0N80 bk n
AN

=

&AL (BE ~ 45 0E)

N

. MREREIMHRICEHET HERE

5.0 8E I RICEIET 5EE

<BHEbLFrE (BE~PEFE) >

51 X &Y ZBH| FRANEDEFEIREA T+ 0 72 R 03580 G WBFIZ OB, KH % B
54228, k. AAIOBEMEE TOARMEIHL S THRY,

5.2 FSE DB OARITH T D ARAN O VXS S v T, fEHRER DD 720,

3. AERUHAE
(1) BERUVRAEOHES
< B MmESE >
WE., KA LT~ A RS LTH5~10mg 2 1 H 1 [RIEO#& 575,
RF,. A, JERIC XY EEEET S,
@LEwyﬁmmﬁ%meriﬁ@%mr®$%f12Mg#E?5%%#¢é’&ﬁmibwo
WEL, A% 1y AU EO/NRICIE, =TT U~ LA VB S LT 0.08mg/kg & 1 B 1 [EIRE 0
542,
72¥. AR, ERIC X B EEET D,
<BHEbLFrE (BE~PEFE) >
AFNZTF 2 V) AR/H, FRAE L T2 Z L,
WEE., KA LT F YU~ A RS L Th~10mg 2 1 H 1 RIEO#& 575,
RE, . ERIC X D EEEET S,
AL, BREEL M BEUIFRAE G OBE TIX 2.5mg (FlAlE) »HEL5E2AT2 2 ENE
F LUV,
(2) RZERUVHAEORERE - B
MG R R L

4. RERUVRAEICEHEY SFE

lmﬁaamitﬁi?éﬁﬁ
NSRS 5541213, 1 H 10mg 227202 &,

15



5. ERERRLIE
(1) BERT—2/1vH—o
MR L
(2) ERERZEEFER
MR L
(3) HERGERRAR
MR L
(4) BRIEMEER
1) ENEREERR
< B MmEfE>
17.1.1 ERERFRHER
W - PSR A RN i L E R A R & U7 U B R GRS OVEE I E R A R L LT
HEGERBROFER, =F T 7 Vb~ LA VEREOH AERRD HIL T D 9 9,
<BHLFL>
17.1.2 ENERRR
EN 44 gk TEE SN2 7 7R 26l E Lz HER LGB O ERIT 49% (32/65 ) T
b, FIERICHANEEIEATEBY, =) F 7V~ LA VBREOARAENRD bhTWN5D 6,
2) R&EHUHER
MR L
(5) BE - WEAHEER
MR L
(6) AMMER
1) SEARERE (—REAKERE. HSECEARERE. CARBLERAE). RERFTERT 4R
—ARE. RERFBEBRARONE
MR L
2) RBEHULELTEBFEOABTIEREL-HAE - HROME
R L
(7) 2ot
Pl v/

16



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
T UV FT v AR SR E R
EE  BEOH LAY ORE T REIL, KFOBTHRLEBRTH L,

2. ¥BE#EHR
(1) AL - ERBF
< B mmELE>

1811 =F 7 7 U b~ LA UERHIERR ARG Y 7 > RIRICIKS RSN, 2O T v RIKR T v
FT v EREERAE L, EHBOAEWE CH LT AT o N OAEREIHIT S Z LI
Lo TRIEDRZHET D 7,

<BHELFE>

181.2 =)+ T 7V L~ LA VEBEDOIENERTH L VT v RIER, JttELi-v = - T oot Ty
Ve TN RRATRCREMEIT A Z EIZL o T, RICKRIEMERIA B S8, miAN &k O AR
FWIT 5, TOME, MITHREALE S, DHHEOH KD 5 WITEMEGIC L D EmehE,
DIEROUENTED LD 9,

(2) ENERMT SRR

18.2 mMMEICx ¥ 51EH

18.21 FoPA TV UERBEREEEA
n vitro BBRIZEB W T I 7V~ LA VBEO YT ¥ RERIZ 7 X OMmEN SRR L7=T v oA
TV BRI L CRWHEER R~ T, £2. 7y RO X2 F T U v LA U
WEROFRGST 5 LR T AT v LISk 2 FEG 2 E4 5 9,

18.2.2 [E/H

OQxFZ7 7V~ LA UEBEITENEARIIET » b, 1 BRBHEEIE T » b, 2 BAEE R
F v FOMELZ FHSE, ZOEMITH 7 F 7V LOK 3R, 723, % ORE 1L 2 B
MEIMET v MCBWTHHZEFEHTH S, /2, e Fesound 7Y REOHAIZL VBRESRD
IR A R D 10,

Q@Qx=F T 7V N~ LA VR E 2 BRIBMER ML T v b, EIEBRIIE T » MIEFiE & 572
R GHIMTRE LT BEDR SO, e, FHPLICES MED Y N7 REGUIAE Ty
10)- 11)

18.3 BiELAF LIS T 5%

18.3.1 MITRIRRICRITTRE

D7 v bORBELAEET VBT, U7 ¥ MR, DIGREICITIEEA SR ELZ 525 2
L RiTAR (EEIRRHE) RO%AnRT CEYBIRE) 2B, OEELSET 5 12,

QA XDEMELARBRETNVICHNT, =FF TV~ LA VI OEICIZIE L A R ELY 52 5
Z e RMmMEER AR S, DEEEAEKSED 19,

BB, A XOAMLAEET MIBWT, V7Y REKE, ERLEMET P4 T oy v T ROYT
NV RAT B AREZIRT 5 Z LI ko T ATAM (EIIREALE) RO®%AR CEHEIRE) %
IR L, DAHEZHRKSELZEARBOLND 19,

18.3.2 EMHE
7 NOEHELARET VIZEBWT, =7 77V b~ LA U Z VERIROBE L7okE R, xHg
BEIC AR 2 W LAEGESEREZICHM L, X 5ICLIERRSET S 19 16,

(3) {ERZRIERFAE - FribE

MUERR L

17



VI. EMBEICET HRE

1. mMPREOHTR
(1) ARLEDGOSRE
MR L
(2) BREBRTHRBSA-OPRE
16.1.1 BEEHE
fEFER AT T TV L~ LA VR 5 O 10mg % 1 B O#EE L75a, oI S,
TEWER YT ¥ RO MR E 1T G0 4 R T — 27122 L, BRI 14 R TH 5 17,
16.1.2 REHRE
R AIC T T 7Y b~ LA R 5 O 10mg & 1 B 118 7 B kR 0% 5 L= 54 oM
RN D, EREMEITRRD S 19,
16.1.3 £YF MR F1EHER
<z F 77V~ LA CERESE 2.5mg [NikP] >
IR DAY FHIRI SRR A T4 CERR 9412 A 22 B [E35F % 487 5 BN

TF T TV~ LA CEEESE 2.5mg [NikP| KONV =_R—REE 2.5 %, /0 A4 —_"—EIC L%
NENLEE (=FT7 7V~ A ULl LT 2.5mg) RS IR BRI O &5 L CEE
R T D7 ¥ REOMIERREZRE L, o3 EYERE T A—% (AUC, Cmax)
DT 90%1E FEIX FIEIS CREGHIRIT 21T o 7o R H. il O W 2[R SME A e S 7z 19,

HE/RNT A—H BENRT A —H
AUC Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
TFIT TV~ A
e . 98.85+40.53 9.19£5.15 6.2+1.2 18.1+14.4
Fsti 8t 2.5mg NikP)
L =~_—AFE 2.5 91.19+31.26 8.01%x4.09 6.1+1.0 12.2+7.7

(1 gg# 5. Mean*=S.D.. n=20)
(ng/mL)
15 -

JI[L —o—IF+S5T IV LA EiRsE2.5mg [NikP]
=3
$10f --A-- L ZAN— X525

i 4 188#%5 , Mean*S.D., n=20

0 10 20 30 40 50 BFE (hr)

1 3% P 2R I HEHERS

Mg RN TNE AUC, Cmax 5 00/37 A — &3, #ERE OFR (R O LA + IS5 O 3R
K& > THRARD RN D D,

18



<z F TV~ A UEEESE 5mg [NikP) >
A R R C B A BRIEYE (BN 55455 4 30 H K5 %5 718 &)

TF T TN A VEREEEE Smg NikP] MOV =_R—RE 5 &, 70 24— —EZLVZEh
FH28E (=mF TV~ LA L LT 10mg) FEEER A B I B ERE 05 L TR
HWTHDL YTV MEOMIETREZWEL, 1550723 mEE 7 A —% (AUC, Cmax) (I
W COT BT IR CRERHIRNT 21T o TofE S, A1 O AW R IR S ME D R S A7z 20,

HIE/NT A—H BENRT A —H
AUC Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
TFT TN LA
, . 710.7+224.3 92.791t24.61 3.8+0.8 5.0=2.6
Bt 8% bmg [NikP]
L =~_X—2§E5H 706.71+2222.8 96.31126.81 3.56+0.5 5.0£2.2

(2 ge 5. Mean*=S.D.. n=14)

100

o ——TIFS5TYNTLA Eeiagismg [NikP]
=
o 80 7 -A-- L 2N — Z$E5
&
’;[% 60 285 , Mean£S.D., n=14
I
¥ 40 -
B
&

20 +

0 . -
0 10 20 30 40 50 B3 (hr)

1 3% 2R I FEHERS

Mg RIS AUC, Cmax 5 00/37 A — &3, #ERE OFR (R OEREAH + IR O #ER
K& > THRARD AN D D,

<z F T TV = A UEEESE 10mg INikP| >
T T T YN~ LA CERHSE 10mg [NikP) 1%, [E 82N/ 5 ik 1 B A 0 41 R R St
BRITA RTA4 2 (CFAL 184 11 H 24 B FEAFAIEH 1124004 7)) (TS, =F 77U v~
LA VEEEEE 5 mg [NikP) ZAEUERIAIL U7- b & WEHZERENE L <, EWFEMNICHS & A S
729,
(3) HHEE
MR L
(4) BE - SfRAEOEE
(TVIl. 7. FHEAEH) OHEZBH)

19



2. EMEERN/ S A—5
(1) #RHTHE
WA R L
(2) RIREEREH
AR L
(3) SHEEBEEH
AR L
(4) FUFFVR
AR L
(5) HHEH
AR L
(6) Z0H
AR L

3. 8%H (KREaL—>av) #H
(1) fBFAE
AU L
(2) NI AL ZEHER
AR L

4. R
MR L

5. 9%

(1) Ini&-fsiBs P& E i
RUERR L

(2) m-teREaFYEE
(v 6. (5) 4ttm) DOHZM)

(3) Hit~DBITHE
(V. 6. (6) #=FLhw) DOHZEM)

(4) BEBE~DOBITHE
AR L

(5) Zofhoi@~nBTH
EEER L

(6) MTBAHSE
EEER L

20



6.

R

(1) BRI R R

RUERR L

(2) RBICEST 58K (CYPH) OFFE. F5F

HEE R L

(3) VEEBHNROERRVZORE

B R L

(4) REVOFHEDOAERRVEEL, FELE

10.

1.

DR L

. Bt

ERER AT T 7V b~ LA VR 5 O 10mg & 1 [ O#&E L7254, BIRPICHEE S,
5% A8 I E TORZ T T T L~ LA VIR (REL=F T 7V v~ LA VBB + 2T ¥ NEK)
DR PPEHEERITH 52 KT 64% TdH 5 17,

b5 Y RAR— S —I<BT BN
MR L

. BREICLSBER

(Tvil. 10. #WEHRE] OESMH)

REDERE2FTHE8E

16.6.1 BB 2EE

M RE I 7o AN BENE i i E RS R VB MR R 2 A ) il HERF I T T U A~ LA Vg
i 10mg % 1 [ A# G L=%G6 . BT A2EE O MR, B IER B I~
DIEE, B MR & i AR B e AR T B O K358 0 Hiv 5 20,

16.6.2 /MR

1% 2 n A~15 /N EMEEREIC, =77 7V~ LA VR (6 AT : 0.15mg/kg,
6 Ll - CIRE 28kg il : 2.5mg, 6 %L ECIRE 28kg DLk Amg, 12 %Lk Bmg) P & 1
H 1\ 7 HERERAEE L2 BRIZBS N T IEHEAE DT & FIRD AUCo-24he & T Cax [EFHHIZ K
STRIFEE TH 72 AKEH =Y OHEICHR L 72 AUCo-24hr 2 O Conax (ZAEEB IS PE > THII L7223,
REEESH 720 OHEICHA U7 AUCo-24nr & O Cax [ZHIMNERED S22 o To, EHRRE CIEME
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2.5mg [NikP|
7 7Y
< LA IR EE 2144002F2012 2144002F2381 123884601 622388401
5mg [NikP]
=FZ7 7Y
~ LA VR EE 2144002F3302 2144002F3302 123893801 622389301
10mg [NikP]
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XI. &84

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

R ESIES MIER &
OARRMEmMERE, BMEm i, B iErEmmn | <& EiE >
JEAE, M i WH L, AN LTI 7 v~ A R L L

O TFFEDIRRET, ¥ & U Z8F| | FRFFEDLE | Th~10mgZ 1 H1FRH&ELET 5,
BIREA 2 5 LT BN bing | 2B, i, FERIC X D #EEET 5,

WA B L. BEPE - B A 0 o o e S & oD
B a (B~ T 5HIE) BETII2mg bR E AT 5 2 EnEE L
Wy,

WE, E%1y AU Eo/NRICiE, =7 7Y e~
LA UPetE L L C0.08mg/kg A 1 H 1[EIFE A #% 5.4
2,
7ok, . JERIC X Y EEREKT 5,

<@ OAE (BRE~HEE) >

AFNT X2 U AA] FURAIE LT 52 &,
W, RAICK LT T T U v~ A Uit s L
THh~10mgx 1 H 1R OG5,

7eB. FEEN, RIS XV EERT 5,

B L, BEL LD BE XIFRA R G o BE
TI¥2.5mg (FIEl&E) No&G2HET5 2 ERE
FLUV,

<DailyMed (USA). 2023 4 10 H #izk >

E 4 KE

s Bausch Health US LLC

k5844 VASOTEC- enalapril maleate tablet
A - Biks | 2.5mg. 5mg., 10mg. 20mg
INDICATIONS AND USAGE

Hypertension

VASOTEC is indicated for the treatment of hypertension.

VASOTEC 1is effective alone or in combination with other antihypertensive agents, especially
thiazide- type diuretics. The blood pressure lowering effects of VASOTEC and thiazides are
approximately additive.

Heart Failure

VASOTEC 1is indicated for the treatment of symptomatic congestive heart failure, usually in
combination with diuretics and digitalis. In these patients VASOTEC improves symptoms,
increases survival, and decreases the frequency of hospitalization.

Asymptomatic Left Ventricular Dysfunction
In clinically stable asymptomatic patients with left ventricular dysfunction (ejection fraction <35
percent), VASOTEC decreases the rate of development of overt heart failure and decreases the
incidence of hospitalization for heart failure.

In using VASOTEC consideration should be given to the fact that another angiotensin-converting
enzyme inhibitor, captopril, has caused agranulocytosis, particularly in patients with renal
impairment or collagen vascular disease, and that available data are insufficient to show that
VASOTEC does not have a similar risk.
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In considering use of VASOTEC, it should be noted that in controlled clinical trials ACE inhibitors
have an effect on blood pressure that is less in black patients than in non-blacks. In addition, it
should be noted that black patients receiving ACE inhibitors have been reported to have a higher
incidence of angioedema compared to non-blacks.

DOSAGE AND ADMINISTRATION

Hypertension

In patients who are currently being treated with a diuretic, symptomatic hypotension occasionally
may occur following the initial dose of VASOTEC. The diuretic should, if possible, be discontinued
for two to three days before beginning therapy with VASOTEC to reduce the likelihood of
hypotension. If the patient's blood pressure is not controlled with VASOTEC alone, diuretic therapy
may be resumed.

If the diuretic cannot be discontinued an initial dose of 2.5 mg should be used under medical
supervision for at least two hours and until blood pressure has stabilized for at least an additional
hour.

The recommended initial dose in patients not on diuretics is 5 mg once a day. Dosage should be
adjusted according to blood pressure response. The usual dosage range is 10 to 40 mg per day
administered in a single dose or two divided doses. In some patients treated once daily, the
antihypertensive effect may diminish toward the end of the dosing interval. In such patients, an
increase in dosage or twice daily administration should be considered. If blood pressure is not
controlled with VASOTEC alone, a diuretic may be added. Concomitant administration of
VASOTEC with potassium supplements, potassium salt substitutes, or potassium-sparing diuretics
may lead to increases of serum potassium.

Dosage Adjustment in Hypertensive Patients with Renal Impairment

The usual dose of enalapril is recommended for patients with a creatinine clearance more than 30
mL/min (serum creatinine of up to approximately 3 mg/dL). For patients with creatinine clearance
less than or equal to 30 mL/min (serum creatinine more than or equal to 3 mg/dL), the first dose is
2.5 mg once daily. The dosage may be titrated upward until blood pressure is controlled or to a
maximum of 40 mg daily.

Renal Status Creatinine Initial Dose

Clearance (mg/day)
(mL/min)

Normal Renal Function >80 mL/min 5mg

Mild Impairment <80 >30 mL/min 5mg

Moderate to Severe <30 mL/min 2.5mg

Impairment

Dialysis Patients — 2.5 mg on dialysis daysf

T : Dosage on nondialysis days should be adjusted depending on the blood pressure response.

Heart Failure

VASOTEC is indicated for the treatment of symptomatic heart failure, usually in combination with
diuretics and digitalis. In the placebo-controlled studies that demonstrated improved survival,
patients were titrated as tolerated up to 40 mg, administered in two divided doses.

The recommended initial dose is 2.5 mg. The recommended dosing range is 2.5 to 20 mg given twice
a day. Doses should be titrated upward, as tolerated, over a period of a few days or weeks. The
maximum daily dose administered in clinical trials was 40 mg in divided doses.

After the initial dose of VASOTEC, the patient should be observed under medical supervision for at
least two hours and until blood pressure has stabilized for at least an additional hour. If possible,
the dose of any concomitant diuretic should be reduced which may diminish the likelihood of
hypotension. The appearance of hypotension after the initial dose of VASOTEC does not preclude
subsequent careful dose titration with the drug, following effective management of the hypotension.
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Asymptomatic Left Ventricular Dysfunction
In the trial that demonstrated efficacy, patients were started on 2.5 mg twice daily and were
titrated as tolerated to the targeted daily dose of 20 mg (in divided doses).

After the initial dose of VASOTEC, the patient should be observed under medical supervision for at
least two hours and until blood pressure has stabilized for at least an additional hour. If possible,
the dose of any concomitant diuretic should be reduced which may diminish the likelihood of
hypotension. The appearance of hypotension after the initial dose of VASOTEC does not preclude
subsequent careful dose titration with the drug, following effective management of the hypotension.

Dosage Adjustment in Patients with Heart Failure and Renal Impairment or Hyponatremia

In patients with heart failure who have hyponatremia (serum sodium less than 130 mEq/L) or with
serum creatinine greater than 1.6 mg/dL, therapy should be initiated at 2.5 mg daily under close
medical supervision. The dose may be increased to 2.5 mg b.i.d., then 5 mg b.i.d. and higher as
needed, usually at intervals of four days or more if at the time of dosage adjustment there is not
excessive hypotension or significant deterioration of renal function. The maximum daily dose is 40
mg.

Pediatric Hypertensive Patients

The usual recommended starting dose is 0.08 mg/kg (up to 5 mg) once daily. Dosage should be
adjusted according to blood pressure response. Doses above 0.58 mg/kg (or in excess of 40 mg) have
not been studied in pediatric patients.

VASOTEC is not recommended in neonates and in pediatric patients with glomerular filtration rate
less than 30 mL/min/1.73 m2, as no data are available.

Preparation of Suspension (for 200 mL of a 1.0 mg/mL suspension)

Add 50 mL of sodium citrate and citric acid oral solution, USP to a polyethylene terephthalate
(PET) bottle containing ten 20 mg tablets of VASOTEC and shake for at least 2 minutes. Let
concentrate stand for 60 minutes. Following the 60-minute hold time, shake the concentrate for an
additional minute. Add 150 mL of Ora-Sweet SF to the concentrate in the PET bottle and shake the
suspension to disperse the ingredients. The suspension should be refrigerated at 2° to 8°C (36° to

46°F) and can be stored for up to 30 days. Shake the suspension before each use.

2. BB ITHERERIEER
ERICET 5BMER GF—X S UTHE)
AR HEH EOEBEOHOTLHEH EA—A N T U T8 L1385,
(IVIl. 6. FsEOEFAEBTHEEICEHTHIEE] OHEEH)

Drug Name Category
A=A NZ U T DL enalapril D
(2021 4% 4 A #R)

2% ROME
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs may
also have adverse pharmacological effects. Accompanying texts should be consulted for
further details.
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XI. {F&E

1. A - IREXZRICRLTHREKHHZTS ISH->TOSEFHR

FEDERICET HEE

ARG 22 T TORWIEICET 5 H#RAE £ 5,

RBRTIEENHL L T RVHALGEENTEY . HETHRBSN TV LRBRITIETH LR R
EHEFELLTHRRLTND,

ERMNEEENERER 25T 2 ETo2EBEFERTHY, NMTEONEELRTHOTIEARND,
(1) ¥8
VEYOREMERR

IFS5TYNT LA UEIESR 2.5mg TNikP]

By D2 ENE R 40°C, 25°C » T5%RH KN 120 /7 Lx-hr OIS THRE L7-fE 8. iRkiTae
OHMRTHY ., FEROEGEEITHBENTH T,
@ Ky 40°C LY. KEBER]
ABREH oy b A7
< Bk > B BH #h 7H 14 H 30 H
Mtk n=3 1050461 ERERRYHFS HED R HED R SREXRY A5 N
RS (HPLC) n=
PR (HPLC) n=3 | 061 o o T W
<X1>
o (%) 2 n=3
1050461 101.7 100.6 100.5 99.5
<93.0~107.0% >

X1:O=F 77V T7— b ; 20%F

. @DKP (K (V7 FERT U AK)

® i 25C - T5%RH [, Bk

LO%LLT %2 : FREITHT HEHR (%)

HBRIE B 2k FRAF R
<HKE > FH5 BRAA R 7H 14 H 30 H
MR n=3 1050461 =RENRY A5 N =RENRY A5 N =RENRY A5 N SRRV AN
fipratE (HPLC) n=3
PSR (HPLC) n=8 | 461 e W e e
<X1>
&8 (%) *2 n=3
1050461 101.7 98.9 97.8 97.8
<93.0~107.0% >

X1:O=F 77V T7— b ; 20%F

. @DKP (K (V7 FERT U AK)

LO%LLT %2 : FREIHTHEHR (%)

@ ik 25T - 45%RH Bt E 120 7 Lx-hr [2,500Lx, BAjik]
AERIE 2 bk AR B
<HE > FE BHAG I 30 55 Lx-hr 60 7 Lx-hr 120 5 Lx-hr
PR n=3 1050461 HEaDEER B HEOHE HEDOHE
fipratE (HPLC) n=3
FUERUR (HPLC) =3 | o ha61 e e e e
<X1>
&8 (%) *2 n=3
1050461 101.7 99.4 99.7 98.4
<93.0~107.0% >

X1:O=F 77V T7— b ; 20%F

. @DKP (K (V7 FERT U AK)
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IFSTI)ILT LA UEESE Smg TNikP]

Wy D E M Z 40°C KON 120 )7 Lx-hr OPRAFSRIETHET L72RER, MRS Wik ok R Th
V. HIEROERITEEA TH o2, 25°C « T5%RH OIRAESA: THET Lk 5. MRRIZBIMAI 5
WHKEDOM R TH D, 7T HHZE I OTNICEREH O, MEROEEIIHENTH -7,

@ By 40T [k, K]

HERTE H =BV PRAT IR

<HKE > 5 BH AR RS 7H 14 H 30 H

Pk n=3 1060391 | 5 TUWHKEOKHE | 5 TWHKEOKBE | 5 TWHKEOKER | 5 TWHEOKER
#ifEERER (HPLC =3
AR (, ) on 1060391 WA E A A

<H1>

&R (%) % n=3
1060391 98.6 98.7 99.2 98.5

<93.0~107.0% >
¥1:Ox=FF7YF— 1 ; 20%LTF. @QDKP K (P4 FERT D UAR)  1LO%UUT X2 : ERBEICHTLEHE (%)

® Wity 25C - T5%RH [y, BAML]

BRI H oy (AEI
<k > e B A 7H 14 1 30 i
P n=3 1060301 | 5 Fu ko | - I NE | SSPTRE ST

BREH O BRE RO BREH O

HERER (HPLC) n=3
<H1>
&8 (%) *2 n=3
<93.0~107.0%>
¥1: Q=T 77V T—1;20%L F, @DKP{E (7 hERT I UR) ; LOBLLT X2 : BrEICHTLHE5EE (%)

1060391 WA WA e ke

1060391 98.6 96.5 95.4 95.1

@ ik 25T - 45%RH Bt E 120 7 Lx-hr [2,500Lx, BAjik]

HERTE H =BV FRIR S
<K > FE BHAARE 30 5 Lx-hr 60 /7 Lx-hr 120 5 Lx-hr
Pk n=3 1060391 | 5 TWHKEOKHE | 5 TWHKEOKBE | 59 TWHKEOKER | 5 TWHEOKER
WiERE (HPLC =3
' o . ) on 1060391 e WA e e
<W1>
&R (%) % n=3
1060391 98.6 98.1 97.6 98.4

<93.0~107.0% >
¥1:O=FF7YF— 1 ; 20%LTF. @QDKP K (P4 FERT D UAR)  1L.O%UUT X2 : ERBEICHTLEHE (%)
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IFSTI)ILT LA UEEESE 10mg NikP]
ey DL E M 40°C DIRAFSRMETHET L7oRE R, HRIRIE D TUWBkE OB KR TH v | M L OVE #iX
HIFENTH o7z, 25°C - T5%RH DIRTFELM: THRET L 7AE R, MEIRIZBRLERE 5 T Wk KR TH Y |

TH®Z I DT NCRKEH O, MELOEREIIHENTH -7, 120 17 Lx-hr ORFEMH: THE
L7 MBI 9 Uk OB R TH Y . 30 7 Lx-hr TIT L OISz O,
EROEBEITHENTH -7,

@ i 40°C [, KBRS
BRTE B 2y b FRAFHAR
< IR > &5 R A HF 7 H 14 H 30 H
IEN 1412801 | 5 T WHKEOE | 9 TWHKADOKHE | 2 T WHGEOKE | 5 TV HkEaOE
fiEEsER (HPLC
PRI ( ) 1412801 WA WA e ke
<¥1>
a8 (%) *2
1412801 98.4 97.9 98.0 98.3
<93.0~107.0% >

*1:

D=F 57V F— b 2.0%U T, @DKP & (P4 FENRT D AK) ; LO%LLT X2 BREICKTAEEE (%)

® Wity 25C - T5%RH [, BAL]

HERTE H =BV FRAF R
<HikE > 5 BH AR RS 7H 14 H 30 H
gk N g o il e A Pk il e
PR 1412801 | 9 T Wk DOBEK
I mka oy | Bnkaesor | BREHOE
MR (HPLC)
. 1412801 e WA e e
<¥1>
ai (%) *2
1412801 98.4 97.9 97.5 96.2
<93.0~107.0% >

D

D=FF7VF— 1 ; 2.0%UTF. @DKP K (P47 FENT D UAK) ; LO%LLT X2 : FREICKTIE6F (%)

@ ik 25T - 45%RH

%ot E 120 7 Lix-hr [2,5600Lx, Bj]

AR E =R Fang Y e
<Hikg> *HE BH AR EE 30 5 Lx-hr 60 7 Lx-hr 120 5 Lx-hr
N ol v/ NN e T bFnic T bFnic
PR 1412801 | 9 W HkEDEK| | . , . ., .
WHRBEHN: | MABEZHON: | HEAEZHO
fiEERER (HPLC)
e 1412801 ey e ey ey
<1>
af (%) *2
1412801 98.4 97.8 98.2 99.0
<93.0~107.0% >

¥1: Q=F 57U F— 1 ;20%UTF. @QDKP Kk (P47 FERFT VUK 5 1.0%LLT X2 #rEBICHTHIEEERE (%)
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