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P DH6.8 1 37°C, 26 BRIZZETH 2.

3. BEMED DERHERE
HE [7TL0YE Ry )VEE] ORRFEICE 5,
(1) EATTRBEREE (237nm ITHF2 E1% 138 342 TH 2 V)
(2) FAMBURZ R N VEIEE (BAEA Y w7 L§EHlE)
(3) 1LY 7 LBRRIT & BTG

4. BYREDDESEE
HE [7TLA0YE XV )VEsE] OEEEICL D,
WiEkrax 757 4 —



V. HAICRI DIEH

1. BIfZ
(1) BIEDOX5, IMRRUMHIR
= | TLOYEYODE 7,0V OD i 7 LYy OD
78 2.5mg JG] 5mg [JG] 10mg [JGI
@y | BE~BEEEORE I~ MEEEORE 1/2 SHEA D D
4 (CIREPRREESE) (DR R S
) /36 (JGN
IO N@OR= = ()=
?‘m%mé) BE: 60 Ex:30 | BE:80 BEx:36 | BE:100 BEx:45
5 B
C mg ) 90 180 360
(2) HRIDYHE
E BRI AR & BT B 5. Y
- 720YE> 0D # 2.5mg [JG
RIFT-5EH DB (37
Aty MIB/BE (cm) | Bk 7
1.0mm? Kii 1.0mm? Ak
FE2/120 100 2 0
thEE/90 100 4 0
TE/40 100 2 0
- 7L0YEr 0D # bmg [JG]
RIF1=8e5 DR (57
Hty MIB/EE (cm) | Bk 7
1.0mm? Kii 1.0mm? Ak
FE2/120 100 6 0
thEE/90 100 0 0
TE/40 100 0 0




- 720Y¥> 0D # 10mg [JG)

RIFT=5ERIDOMEE ($)
Aty MIEB/EX (cm) | B EE G
1.0mm? K 1.0mm? Ak
FER/180 100 11 3
FEZ/140 100 9 1
TE/85 100 5 0

(3) #EpId—K
- 70V OD $ 2.5mg [JG]
SERIAA 5N PTP v — b Liz@# - JG7
- 709> OD $ 5mg [JG)
§ERIA k72 5TONE PTP & — b _bics# : JG11
- 709> OD $ 10mg [JG)
§ERIA k7 5TONE PTP & — b _LicE#i - JG13
(@) pH, BEEL. #E. KB, BEOSRURER pH 5%
HM L0

2. BRI
(1) BYRES (EMERSD) D=
7L\D/E/OD%25mg [JGJ
1$ef BB TLOVEIUARYVVEE 347mg (F7LOYE LT 25mg) &5
- 7,0YEr 0D # bmg [JG]
1$Eh HE TLOYE RVLEE 693mg (FAoYPr LT bmg) &hH
- 7YY OD# 10mg [JG)
1$Eh HE 7LOYE RVLEME 13.87mg (FAoYEPriLT 10mg) &h
(2) i#n0%m
- 7L0YEr 0D #E 2.5mg [JG] KU7ALAoPE OD & 5mg [JG
D-¥>= b=l XY AT IVI VB TR L, KD VBIKSRAIVE T L ZIVD
BibFs >, TIWVT7—tT>7>, JaRARE R, TR0 T—4L (-7 x2=2)VT7 o=V
E&) . AT7VU VB IR T L, FAY =)V, B ZOM 4 Bisr
« 70Y¥> 0D # 10mg [JG]
D-N>= b= AZTABTIVI VBER T 32T I, KD VBIKRAIY T I TIVT
7—ALT T o, BILFY Y, JOARE R, TR0 T =L -7 z=)VT7 7=
AEW . I F . AT TV VB TR T L FAY M=)b, TR Z0OMh 4 55y
(3) ZMfth
E=19244%

3. HER. ABODEEICKHTDIER
B2=19224%




4. HEIDBERHTICHIIDREM
7LuP¥r 0D 2.5mg [JG]
O Mg >
CIEETERE
OPTP/7 )V o —gik
QONTaE FEEIAD)
RESEM - 40+2C/75+5%RH
RFHE 6 » A
AHERIEE - MR, WREER. MEHER, AU, FRER. BHER. cE25HER
OPTP/7 )V ¥o—ak

‘ . wrg | O cE
FREE | MR | RERUR | Lol | Oi | MR | wuRR | Sl
HER (%)

I O]l elel @] e 6) (7) )
ABEE | Ee | me | B | Ee | @a | Es e | 99.9
onA® |ma | — | - | me | - e e | 993
AxA® | @ms | — | - | me | - e e | 99.2
6 A% | me | ame | me | e | @a | @e @e | 989

QN EIFFIAD)

, \ e | B | ER
MREE | MR | WEsUR | Lol | Oi | mEER | o | el
SR (%)

i Ol elel @l o B 7) )
SEBeE | e | me | @e | me | @ | Ee #@E | 99.0
1»B% | @ | — | — | me | - e #e | 989
3yA% | @a | — | — | @e | - e EE | 984
6 1A% | @a | @s | me | @s | me | @a #e | 981

(1) HE~BEAEDRIE TH 5,

(2) T4 3 T IEFRRIT L DUBRIS | WD Z 4 U S,

(3) A ETHEINERIER: | IWE 235~239nm K& 358~362nm (ZIRINDOEA %R T,

(4) FRYE - RRT* 0.8 DEZMEIL 0.5%LUT. RRT 0.2 DX X )ik VEERD
FNLNDE LR DERME L 0.2% LT, X2 E 2 2RV BUNDOERME D&
1.0%LA T Th 5,

(5) &2 —MHER  HIEMED 15.0% %A 20,

(6) 1 FELINICHIEYT 5 (#BEZRW5)

(7) 30 7R, 70%LA L (asEaRBRsS 2 % 900mL. /¥ RV, 50rpm)

8) FrED 93.0~107.0%

¥ RRT : HEWERO 7 L0 Y Y0t e DR R RS

R EEEm AW IEHHE (40°C. HHEE 75%. 6 » A) OfER. BEOHEIETIT
BWT3FHLZETHD Z LRI N,

_’7_



O EAFIRETOLEM SR ©
ABRIEAT
OiREITx g D% EMaE - 40C. 3 » A Y - [EEE)
QBT g D% EMHER | 25°C/75%RH. 3 » A GBS - B
ORI D EMEHER  BIE 60 A lx - hr (&H - [EEE)
ABRIEE M, BEEURR. R, EEHER, fE, GFE, WMESER

_ e BE | wn | EReR | BE | @E | 0E
PREE OB s, | s, | 0 7 | GeD | (D) | #B
I (1) @ | ® | @ (5) ©6) 7)
HEBmLs | Ee (Be) | Ea | @& | 100 35 - | @
ofE | Es me) | ms | &8s | 99 35 | 037 | m&
W e | e | EE | 100 | g0 | 185 | A
T lEs @e | - = 99 - 551 | AES
% 1;3)(0 7}?1“ T — — 97 — 7.28 -
Q00 me | me | a@s | - 27 | 922 | -
(1) BE~HEEEORE Ch 5.

(2) 1 DRELINICERES 2 (B ZRAN5)
(3) 30 Il 70%LALE (BAEREEREE 2 3R 900mL. /N F)VE, 50rpm)
(4) FED 95.0~105.0%
(5) ZEME : TELBEHTIE, EERA 30%U LT, BEM 2.0kgE (19.6N) KiEDHE,
ZRHo B L Tnd,
(6) Z&1E
(7) FigmE (%) : RRT* 7 0.8 DEEMEIL 0.5%LF. RRT 1 0.2 DXL )ik
VRO ZNLNDME R DREEIEZ 0.2%LA T, N2 2)VR VBUNOEEMED G
#TE 1.0% LA R TH %,
x1 FEaFALEKRZ 100% & L7BRERTERSR
X2 AIREAEICR -7
X3 DOITMTHEAZFO TN
X4 WEEHE
X5 RRT : HBEHEROD T L0 P YT S S R

ZEM OIS [§E5] - 7172V DE\EERETOLZENFBEICONWT (BH) Frk 1l F
8 A 20 B ITEEEH SN/ SHERIEE OFHIEIE IR > 72,



7 LAaY¥r 0D $ bmg [JG]
O fnEzER
BIEETURE
OPTP/7 )V o—a%
@NTak EEHIAD)
RIFSRM  40£2°C/75+5%RH
TRAFHARD : 6 » A
AEBRIEE - MR, TRREER, MESER, BANI—MEBR. FEEEBR. BUHEER. EESE
OPTP/7)VI¥o—a

_ \ . wr | AL tE
FBURE | KR | BB | Dol | B | B | EhER | SUR
S5 (%)
0 O]l elel w!| o ©6) 7) )
S | Es | Ee | @ | Ea | Ee | Es e | 99.6
2»A% | EE me | — e #E | 99.9
AnAm | Ea | — | — | a&s | - O #E | 99.2
6»A% | Ea | Ea | Ee | Ea | Ee | Ee #E | 988
DONSEE EEFIAD)
_ ‘ - e | B | [ w5
MBUEE | KRR | BB | D | i | mmelm | etk | o
SR (%)
1 Ol elel w!| o ©6) D )
SEEAE | Ee | Ee | Ee | aEe | aEs | Ee e | 99.2
1 »H% | @a | — | — | @a e @ | 99.0
3yA® | we | — | — | me | - O @e | 994
6»A% | Ea | aEe | Ea | Ee | Es | Ee @e | 989

(D) BE~EEEOHHE 1/2 EFRAD DFRFTETH S,

(2) A v 7 \FRIC X UG« WREDERZ2E L %,

(3) EM TR RIE © KR 235~239nm KU 358~362nm [TRIRDBA %19,

(4) FEWE : RRT*$ 0.8 DFEBMEL 0.5%LAT. RRT#9 0.2 DXE 2 Z)Vik VBERO
ZNLS DL DERWE 0.2%LL T, R E L 2)VKR VBRUNDERME D EFH
LO%LATTH %o

(5) ZEE—MHE : HIEED 15.0%2BA 720,

(6) 1 DRELINICERES 5 (2N 5)

(7) 45 3. 70%LLE (BAEEEERES 2 % 900mL. /¥ K)UWK, 50rpm)

(8) FED 93.0~107.0%

XRRT : SENERD T Lo ¥ B NTx 9 2 A CRIFREE

REAERE AW IEAR (40C, HAEE 75%. 6 #A) OfER. @EOHEE T
BWT3IFHLETH D ERHERIE NIz,



O HEAZRETOLEM B Y
ABRIEAT
OiREITx g D% EMaE - 40C. 3 » A Y - [EEE)
QBT g D% EMHER | 25°C/75%RH. 3 » A GBS - B
ORI D EMEHER  BIE 60 A lx - hr (&H - [EEE)
ABRIEE M, BEEURR. R, EEHER, fE, GFE, WMESER

_ e B | owH | eERR | BE | @E | uE
SBRIRE R SE | BB | %) 4 | (gb | (AE) | 2
I (1) @ | @ (4) (5) ©6) 7
HEABEEES | Ee (M@ | Ea | @e | 100 4.2 - O
ofE | @s @me) | Ee | as | 101 37 | 070 | @&
W wae | e | e | 100 | g0 | 085 | A
T lEs @e | - - 100 - 451 | FEe
D107 | e - - 100 - 598 | A
200 me | me | a@s | - 37 | 932 | -

(D BE~HEEEOHHE 1/2 BFRAD DR TH S,
(2) 1 DRELINICERES 2 (B ZRAN5)
(3) 45 73fdl. 70%LALE (BAEREERER 2 3R 900mL. /N RV, 50rpm)
(4) FED 95.0~105.0%
(5) ZEME : TELBEHTIE, EERA 30%U LT, BEM 2.0kgE (19.6N) KiEDHE,
ZRHo B L Tnd,
(6) Z&1E
(7) FigmE (%) : RRT* 7 0.8 DEEMEIL 0.5%LF. RRT 1 0.2 DXL )ik
VRO ZNLNDME R DREEIEZ 0.2%LA T, N2 2)VR VBUNOEEMED G
#TE 1.0% LA R TH %,
x1 FEaFALEKRZ 100% & L7BRERTERSR
X2 AIREAEICR -7
X3 DOITMTHEAZFO TN
X4 WEEHE
X5 RRT : HBEHEROD T L0 P YT S S R

ZEM OIS [§E5] - 7172V DE\EERETOLZENFBEICONWT (BH) Frk 1l F
8 A 20 B ITEEEH SN/ SHERIEE OFHIEIE IR > 72,



7LaY¥r 0D # 10mg [JG

© fzER ©)
SRR PTP/7 )V Yo —alk
RIFZRM  40£1°C/75+5%RH

REFHA - 6 » A
ABRIEE IR, REREEUER, MUESER, TR —MEER, AR, BHIEE, EEHER

SeEE | wk | B | FE T | gt | mus: | 2B
AR PR e (%)

I O | @ | ® @) ) ©) )
SEEAE | ES | Es | Ee | Ee Ha W& | 100.0
2»B% | s S - Ha Ha 99.7
ArB% | @ma | — | as - S e 99.4
6 nH® | me | Ee | Es | Ea aa HE 99.4

(D) BE~EEHEORH 1/2 EfRAD DR TH D

(2) SRR RIEL © B 358~362nm (TRINDOEA 27159,

(3) FigWE : HRNERDT Lo Y BT d DHERIFRE 0.45 XU 4.5 OAIIZZNnZ
1 0.5%K%T 0.9% T, ZDOfELZ 0.2%LA T, MMIVHREI 1.4% U T TH %,

(4) ZEE—MHE  HIEED 15.0% 2 BA 720,

(5) 2 FRELINICHREE S %

(6) 15 53, 75%LL L (BAEEEEREE 2 % 900mL. /¥ K)Uik, 50rpm)

(7) FRED 95.0~105.0%

REAERE AW IEAR (40C, HAEE 75%. 6 # A) DR, @EOHESE T
BWT3IFHLETH D Z ERHERIE NIz,

O EAERETOREN AR 10
ARG
OIREITN I DLENHER : 40C, 3 »A (B - JESS)
QIBEITN I DLENHER : 25°C/75%RH. 3 #» A GEYE - B
@NITx I D REMEFER | MIEE 60 /7 1x - hr G&H - [EEE)
ABRIEE IR, BRI, EHEER, EESBR. R, GE, MESER



e | BE | | cEEER | @E | eE | e
HBRE | B o | @m0 0 | ked) | @@ | o
s D @ | @ | @ 5) ©® | @
SN | Ea @) | as | ma | 100 | 66 - | ma
oEE | Ee @e | Ee | @& | 99 59 | 054 | @&
oWE |me @e) | Ee | @& | 100 | 56 | 088 | @A
ol lae @e | - | - - - | 508 | &
1207 | mee - = 99 = 545 | &
S0 | mae | we | ma | o7 59 | 964 | FE&
() BE~BEEEORE 1/2 BRAD ORETH 5.
(2) 2 SRR T

(3) 15 73fdl. 75%LA L (AAEREEREE 2 3R 900mL. /Y KL, 50rpm)

(4) FED 95.0~105.0%

(5) Z%&1E

(6) Z&1E

() EZYE (B3F)  BRERO T L0 Y BT HHEXRERE 0.45 KO 4.5 O

FZNZN 0.5%K T 0.9%LL T, ZDMEL 0.2% T, AHMHREZ 1.4% LT TH 2,

X1 BERBRIERZ 100%& LB FRTERR
X2 OITMTHEAZFO TN
X3 MWEEHE

ZEMEDFME [§EH - 717 )VAID AR TORENFHBREITONT (FH) Fakll &F
8 A 20 B ITEEEH I N/ FHUERIEE OFHIEIE IR > 72,

. RASERVBEREDRZEMN
5= 10244

. fElEDESZEL MNIELFRIR(E)
ZUER 2L



7.
[t 28 O [ e S (3B ]
7 A0Y¥> OD § 2.5mg [JGJ 1V
[ RERRO SN RZEERBA 1 R 51 EO—SBHE>WT (FR13E5A31H E
ERE 786 2) 1 125,

BT | HAEFS —REBEEHEEE OSYFUE)

pH1.2 | BARFS EHEARS 1K
50rpm pH5.0 | #®»7z Mcllvaine DFEEIR
[OlEs %/ R pH6.8 | BARFT EHEERS 21’
7K BHAEFS BEK
100rpm pH6.8 | BAEF EHEERSE 2 )
B E : 900mL  EHEROE : 12 Xy

SE | RiEZa~x T T 40—

ABRSRAT

. TR
s | wmam s
Hg | BUBRBYEID 15 LINICFE 85%LL LEHIT 2, Xid 15 51Tt
pHil. 2 BRI D A% SR HVEHEBURI ) SEAVA R + 1 5% D &EIBHIC 3 D,
Hoo | EEREREOFIEHES 60%K U 85%MTDEL 2 BRItH\ T,
50 pHio. BRI ) SV HH SR | S EBURH O SEASVE 2R + 1 5% D& 3 Do

PH6.8 | muesuz)| 0 gy R 40% KT 85%FHE DM 2 Bz BT,
X KBRS ) TV HH 3R | AR 0D AV R + 1 5% DEIFIZ 3 Do

ABRELA N 15 77 PAINITFS 85%A BB S8, X 15 72T

1001 PHOS | a stgamsno s s pS MR EMAID T R £ 1 5% DRI 5 .o
- FBRAESR
(50rpm. pH1.2) (50rpm. pH5.0)
100 | 100 |
80 | 80 |
S 60 | 60 |
%0l %40 |
ke 20 | —o— 7 A0 Y'Y OD§#2.5mg [JG) Koo L —o— 7 AOY¥>OD##2.5mg [JG)
. e HERA (S 2.5mg) . —e— BUEWA (WS, 25mg)
0 10 20 30 40 50 60 0 30 60 90
B (99) B (59)
HIERRTH D 15 FITHWN T, HEBREFINFE | HERRTH D 30 72N T, HEBREA DF
3 85% U EBEH LU TED. A4 FT4 > OH | FEHERIEHERF DOFIEHE L 1 5% D#iH
EEMEITEEG Uz, NTHOD., /11 R4 > DOHEREITES LR
bsgf:o




(50rpm. pH6.8) (50rpm. 7K)

100
3 80
~ 60
F i 3 40 +
=90 +7AD°/IE;QD$E2.5mg [JGJ X 20 —o— 7 LuY¥ > OD§#2.5mg [JG)
. e MBI (S, 2.5mg) e AEMEBUE| (EESE. 2.5mg)
® L L L | O I I L |
0 60 120 180 240 0 30 60 90 120
B (99) B (59)

HERRTHD 10 2ITHNT, AHBREAIDOT | HIERRTH D 5 0 h0 60 BN T, #ER
IEH R HMEERIA| D SPIE N £ 1 5% DEH | A 0 T 1935 H R AR ER A O T H E
NTHO. HA R4 OHEREITHEG L% | T15%DEFENTHD ., /71 T4 »OHEE

Moz, HE\TEE LR T,
(100rpm. pH6.8)
100
~ 80 |
x
. 60
H 40 | // o F7LoYE ODS25mg [JG)
Bo00 L)/ —e mwmm Gsms. 25mg
0 ‘ ‘ ‘
0 10 20 30
B (49)
HERR TH D 15 FITHNT, HEREHI D
3 85% LA EBEHLTED., /71 KT > D¥
EEEEITEG L=,
BHEHOBELEOHIE ((FIEHR)
_ M| FEREHER (%)
EE - o \ e
(rpm) | PR | R | s (7Lovey | HE
(min) | (@t 2.5mg) | OD § 2.5mg [JG))
pHI1.2 15 86.3 105.7 bl
10 66.0 77.5
pH5.0 TS
30 85.6 101.1
50 10 43.5 66.4
pH6.8 TS
120 86.9 99.1
5 37.0 56.5
7K NEG
60 854 102.2
100 pH6.8 15 97.5 94.3 B
© fdam

SUERIA & AR O TS A U7 & 2 5. 50rpm o pH1.2 T 100rpm @ pH6.8
CILHIEREIEE U724 50rpm @ pH5.0. pH6.8 BUVK TIEHIEEHE S Lam - 72,
UL, VPSRBT 1 B 51 M ichn T, [ARRERIC L DL ORI, L
CRZETHD 2 L EERT 2O TIRAN] EERIN TN, REBEFIOWEHES)L, i



RIDWEHZEE) S HHPIL THRWNW EHIE S 2D
FRREEMER S N7z, VI BMEREICEE T SIEE -1. MFREOHER - BIEE (3)

BCHERR SNz MMHIRE] DIESHR

7LaYEr OD#% 5mg [JG] 2

FNEMENR 2R L7z & 25, mEAIDLEN
A

[RREZRROEMZNEENHERT 1 N A L ED—HRELCONWT (Fk13F5H31H E

FHEHE 786 5) ] 1T,

K | HAREH —RRBREEHRRE (S R
pH1.2 | BA%ES BHARE 1R
50 pH5.0 | #»7z Mcllvaine DEER
rpm
_ EER oy S P pH6.8 | BAZES BHARE 2W
SHERS LT
X AASEH fEHk
100rpm | pH6.8 | BA%EEH EHHRE 2 ®
HEORE : 000mL  HEREEL - 12 X v )L
SIEE | Wk O~ NS5 T 4 —
. H|EEE
oy | e R
pH1.2
- PHO.0 | jmsesmus| 0 sEIvAE RS 40% K1 85%FHEDEM: 2 BT BT,
pH6.8 | BUBRBUHI DT HR S BRERAID AW + 1 5% DHEIC 5 5o
7K
100 Heg | BUBRBIAIN 15 LIPNICT 85%LI LT 578, X 15 51}
pb. 2 BRI D A% R HVEHEBUFI ) SEAVA IR + 1 5% D&IBHIC 3 Do

- FBRIGR

(50rpm. pH1.2)

(50rpm. pH5.0)

SH| DFIE HE R ER A D SFEIGE H =K
+15%DEFENTHD ., H1 RTA > OHER
E&Zi@ébtﬁbl’)f:o

100
80 |
260
i %40
P —o— 74OV OD§i5mg [JG) oo —o— 7 AuY > OD§t5mg [JG)
e fmESLA| (E@ESE. Smg) 0 T )
O L4 L L ! ] L L L )
0 30 60 90 120 0 30 60 90 120
B () B (49)
HIERFRTHD 5 7KV 60 7B NWT, 3Bk | HIERRTHS 5 oKO 60 Tz, #HEx

BH D I H R DR ERF O SEIFVE H =K
+15%DEFIZH D, A BT > DHIEEEE
0(’.:‘@@1/7":0




(50rpm. pH6.8)

X 20 —o— 740 OD#Emg [JG)
—o— HEMEMA| (ST, Smg)

0 60 120 180 240 300 360
K (99)

(50rpm. 7K)

e 20 —o— 7 ABY¥OD#E5mg [JG)
—e— FHERIF (Ei@fE. Smg)
0 s s s |
0 60 120 180 240
B (49)

HERRTH D 10 77ITHNT, HEBEEAIDF
IS HERDMEERIA D NEIVEHER £+ 1 5% D&
MTHD, A1 T4 OHEREITES L7
mo 7‘20

HERRTH S 57K 90 57THNWT, 5Bk
R DB HRNIEERE OB H X
+15%DEFEIZH D . 1 FT1 > DHIEEHE
IZEE U7z,

(100rpm. pH6.8)

100 +
~ 80
$
~ 60 |
M
H 40 ,
I ‘o 7 AOYE0DiE5mg [JG)
20 + — o fEUEBUF (EE$E. Smg)
O L L |
0 5 10 15
5 NC))
HIERRTH D 15 TN T, SHERRAE|HNE

1 85% U EEHL THO. A1 FIA VDA
EREITEG Lz,

BHEHOFELMEOHIE (HIEHR)

~ e EEHER (%)
IEEI\‘& = N E M| L
(rpm) | DR | BSR | SAgmE (Frove | HWE
(min) (&3, 5mg) | > OD § 5mg [JG))
5 65.1 87.4
pH1.2 NEE
60 83.9 100.8
5 50.9 40.1
pH5.0 e
60 87.1 93.3
50
10 39.2 60.6
pH6.8 NEE
180 843 93.1
5 39.9 54.9
7K B
90 84.2 98.2
100 | pH68 | 15 98.8 90.9 BE




. flam
BRI & EERIAONEEHE AR Uz & 25, 50rpm @ pH5.0. K& T 100rpm
pH6.8 TIXHIEEEITES L/zA, 50rpm @ pHI. 2 XU pH6.8 TIXHIEEEITES Lh
2720
UL, EVEERREEEER T 1 R o1 chW\W T, [RFHBRIC L 2ELMEDHIE L. EMEN
WAETHDZ LXBKRT DHDTIER] LEHINTND, BREADEHEE)S, FHER
BIDOWEHZEE) S LU TOZRW EHESI N, RNEYIEBIREZTER Lz & 25, mMEAFIDEY)
ZHRIESESDER I Nz, VI EYERICEET 2IHE -1.MMHIREOHR - HIiEE (3) K
B CHER I NMTERE] DIESE

7LaY¥r 0D $ 10mg [JG] ¥

[BRERELOENFNEFEABRS 1 N T FO—FREICONWT FfK2 SFENRRDE
OERRE O EYFREEESRERN 1 N o> (P 18F 11 H 24 H EAHTEEHS 1124004
)] 1D,

- EHERIE] - 7 0P OD $& bmg [JG)

« AUTZREEIKHE ¢ CKHE

HERSE | HAEFS —RelBEEnEis OSFUER)

pH1.2 | BARE BHERS 1K
50rpm pH5.0 | #7z Mcllvaine DFEERR
[OlER %/ SRR pH6.8 | BARFS EHEERS 2’
7K BHAZRFG BEK
100rpm pH6.8 | HAREET; EHEAERSE 2 %)
ABRIRE  900mL  EEREE - 12 Xv)b

ST | Bk aN 5T 1 —

SRS

- H|EEE
ELR N .
(rpm) BRI HIE B E
pH1.2 | (1) PHEH=%
pHE5.0 SERBUHI A 15 9 DINICEY 85% L1 FEHIT 2h, i 15 4312
50 : 51 2 REREE D SEITVE H SR A EHE RIE D STV H SR+ 1 0% D
pH6.8 B3 Do
X (2) fE% D=
7 SHERBUR DI HER + 1 5% OEFE A2 25 DM 12 fEth 1 8
100 pH6.8 PITFC. +25%D&EFEBA 25 EDHE,




- FBRIGR

(50rpm. pH1.2)
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20 + 5mg [JGJ ) 20 ¢ 5mg JGJ )
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EWORHEBET D, Y FOBY Y URA) sy MEFRRIIBEEMKEE LAV T LT+
FIVITREERITHEE Uy fIlBNADIIV D LOTAZBA S B2 2 LI2X 0, dilERRHAN
BOVBHZMEIE 5, VL FOBY Y URAIVY T LERE (RPN FTE
L) CHEY S e, MEBERENE . DIHES O8I 9 S HIFIER T,

(2) BRI DHERHE
FZHEER R L

(3) YFFRFIRIGR - Ffulsr
ZEERR L



VI. EYEREICE T HIEE

1. MEEDHER - BIEE
(1) iaR LB mPiRE

BRI L
(2) BEMPREEIERR
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HIE/NT A= BEINTA—F
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(1.25) OHEHFANTH . WHIDEMZHEEEDHER S N7,
(ng/mL)

45 ;

40}
% 351
H 3.0t
7

0

-o— 7LuYErOD§ES5mg ]G]
—o— TEEEBIA| ($EH]. 5mg)
Mean=£S.D., n=16

(j 1 1 T 1 1 1 1 1
0246781012 24 48 72
5% O/ (hr)




<EWENEE/ ST R — 4 >

HENT A =5 BENTA—F
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H) Risk Summary

The limited available data based on post-marketing
reports with NORVASC use in pregnant women are not
sufficient to inform a drug-associated risk for major birth
defects and miscarriage. There are risks to the mother and
fetus associated with poorly controlled hypertension in
pregnancy /see Clinical Considerations/. In animal
reproduction studies, there was no evidence of adverse
developmental effects when pregnant rats and rabbits
were treated orally with amlodipine maleate during
organogenesis at doses approximately 10 and 20-times
the maximum recommended human dose (MRHD),
respectively. However for rats, litter size was significantly
decreased (by about 50%) and the number of intrauterine
deaths was significantly increased (about 5-fold).
Amlodipine has been shown to prolong both the gestation
period and the duration of labor in rats at this dose /see
Datal.

The estimated background risk of major birth defects and
miscarriage for the indicated population is unknown. All
pregnancies have a background risk of birth defect, loss
or other adverse outcomes. In the U.S. general population,
the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2%-4%
and 15%-20%, respectively.

X < https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/
019787s0621bl.pdf > (2019/3/19 77 £ X)
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ADEC : (An Australian categorisation of risk of drug use in pregnancy)

C : Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible. Accompanying
texts should be consulted for further details.
< https:///www.tga.gov.au/prescribing-medicines-pregnancy-database >
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8.4 Pediatric Use

NORVASC (2.5 to 5 mg daily) is effective in lowering blood
pressure in patients 6 to 17 years /see Clinical Studies
(14.1)] Effect of NORV ASC on blood pressure in patients less
than 6 years of age is not known.

%1 : < https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/
019787s0621bl.pdf > (2019/3/19 727 £ X)

tHEt

LEANE

FED SmPC
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#2

4. Clinical particulars

4.2 Posology and method of administration

Special populations

Paediatric population

Children and adolescents with hypertension from 6 years to
17 years of age.

The recommended antihypertensive oral dose in paediatric
patients ages 6-17 years is 2.5 mg once daily as a starting
dose, up-titrated to 5 mg once daily if blood pressure goal is
not achieved after 4 weeks. Doses in excess of 5 mg daily
have not been studied in paediatric patients (see sections 5.1
and 5.2).

Children under 6 years old

No data are available.
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