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& Al B WEAEDRE™ HEDFESFRA D OFRHED

y | A ‘

oo = =
ARZZ (mm) Ef:70 Bx:24
=5 & (mg) 120
Ik 5 & FIVA GG 8 20mg [JG] FIVAY)IVE >8E 40mg [JG]
=] =7 BHEDFEERA D DR
o v — Gy S
AKZZX (mm) Eff:80 EZ:25 Ef:95 EX:36
2 E (mg) 160 320
F) IZHEWNIERW, XIFHTHITRERITENWDDH D,

(2) AW
FZEERRL

(3) #rId—K

« FIWATIVEY 8 bmg [JG
FERIAMRICEEE - AW AYIVE > 5 IG

o FIVAYIVE V8 10mg [JG)

FEARIAARICECE - AV A JG 10, AW XYL > 10 JG

o FIVAYIVE V8 20mg [JG)

FEARIARICECE : AV A JG 20 AW AYILVE > 20 JG

- VALY V8 40mg [JG)

FERIAARICECE : AV A JG 40, IV AYILVE > 40 JG

(4) pH, ZBELL. B, HE. BREOERURER pH EHE
B=192240




2. HRIDHER
(1) BMmS (B DS
« FIVAT)IVE VHE Smg FJGJ
18gth HE AIWXAVINVEYY AFFVI)V bmg B8F
« IWAHIVEY 8 10mg [JG]
18t HE AIWXAYIVYY ARFFVI)V 10mg =26
« IIWAYIVEY 8E 20mg [JG]
1#gth HE AIWAXYIVYY ARFFVI) 20mg 26
« WAV 8 40mg [JG]
18t HE AIWAYIVEYY ARFFVI) 40mg =26
(2) #n049
« FIWATIVEY 8 bmg [JG]
KM, BEVo—A, KEEL Fo+> 7 ob))o—-X, k FaF> 7o)y
o —R, BEZTERUEK. ATTY VB IR T L
« FIWAYIVEY 8 10mg [JG]
FHEAKAY)., BEVo—A, BKEEL Fo+>7ob))o—-X, k FaF> 7o)y
o —RA, ATTV VB TR TN
« FIAIVEY Vi 20mg [JG) RROFH IV AY)IVE Vi 40mg [JG
FEAKAY)., BEVo—A, KEEL Fo+> 7 ob)i)o—-X, k FaF> 7o)y
o —RAL ATTV VB TR TN
(3) ZMDfth
ZHL W0

3. HEF. ABODEEICKHTDIER
B2=19224%

4. BEINEERGTICHITDREMG
FIWWAY Y »3E bmg [JG]
O R 2
¥R - PTP/ 7))V Eo—a% EERIAD)
REFSM : 40£1°C/75+£5%RH
RFHIR 6 » A
AERIEE MR, TERNEAER. MUEHER. WA MR BHER. cE25E
BE|IE— A HaER TE B ER

ABRIEE | MR | MEEREER | MIEEEUEBR tER %) (%)
izt (D (2) (3) 4) 6)) (6)
FERBHIGEE | EE HE HE HE 97 98.3
1 nHA®% | B& HE - 97 97.3
3nHAR | @& - HE - 95 96.8
6n A% | #HE e HE HE 96 96.9
(1) WEEEBEDHRE TH Do

_6_




(2) AN ORI ERIER  FER 255~259nm (ZRIRDEA 2777,

(3) FBWE : RRT*#Y 0.2 KUK 1.6 DEBEMEL 0.6%LA T TN SNDME R DIEZEYEIS
0.2%LAT. BREMEDEFHE 1.4% LU T TH %,

(4) SEH—EHER  HIEMEN 15.0%Z2BZ 7220,

(5) 30 IIfEl. 80%LILE (HEWHHERS 2 900mL. /S KL, 50rpm)

(6) FED 95.0~105.0%

XRRT : AIWWAXP)IE > A RF VISR SRR E

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

O 7))V Yo —FEROLZEEHER ¥

clEPRE - PTP > — b

ABRSRAT
OiREITx g D& EMHE : 40£2C, 3 »A (KBS
QEE I dLEMHER : (1) 25+£2C/75+5%RH. 3 » A GiR0

(2) 25£2°C/60+£5%RH. 3 » A G

@NITx I D REMFER | MIEE 120 77 1x - hr/25C (20001x)

AERIEE IR, MRS, R, EEHER.

] o wERE | GHERER | eRRg | @
ABIAE HEIR (%) (%) %) | N
e (1) 2 3) @) )
SABABILE e = 99 090 | 64
DR 3 5 A% e e 97 081 | 59
1 »B#% BEE BEE 99 99.1 45
2 7 A% B e 98 98.2 40
o,
75%RH T
O 3»A%| @& | RRT*0.2 | 100 977 | 37
:0.79)
B IL
60%RH | 3 #»B% e (RRT*0.2 100 08.2 46
:0.72)
©%s 120 5 1x * hr k=t B 100 99.3 55
(1) VEEBRORGE T 5

(2) FBE : RRT*Y 0.2 RU¥ 1.6 DFEBEWEIZ 0.6%LAT. ZNLSDME L DIEZEMEIL
0.2%LULT. FEMEDEEE 1.4% LT TH %,

(3) 30 . 80%LAL (HEWEHEERS 2 %W 900mL. /N F)LiE. 50rpm)

(4) RFrED 95.0~105.0%

(5) B3E(E

XRRT : AWAIVE > A RFY I )UITXTT DA R E



O EAFRETOLEM SR ¥
ABRIEAT
ORE I T DLEMHER : 40£2C. 3 » A GEX - ]ES)
QEE 1IN dLEMHER : (1) 25+£2°C/75+:5%RH. 1 » A GEY - BRI
(2) 25+2C/60£5%RH. 2 » A GEY¢ - B0
@YITxd D EM SR | #IRE 120 /5 1x - hr/25TC (20001x * ¥+ —L+F v 7 (7))
AERIEE ¢ MR, MESUER, R, EEHER.

e | MEREB | mHRER | ERRER | @S
ABIRE HEIR (%) (%) (%) (N)
11 (1) ) 3) ) )
SAERBIA I e e 99 99.0 64
D 3 4B mitaL | me | Bnl | BiaL | BtEL
IS5 b
75%RH | 1»A# | Z{sL | RRT02 | Zfenl | zal | ZED
- 0.64)
@ 1A% | BaL|  Es | BaL | Bsl %ggg’;”)
60%RH SRR AL "
22 A% | BEL | RRTF0.2 | BaL | il &(15385)@
:0.71)
% 120 Flx-hr |2kl | @& | ZaL | Bal | Bkl
(1) KEEEDRFECH D

(2) igWE : RRT*K 0.2 UK 1.6 DEZEWEIL 0.6%LA . ZNLSOE L DIERIEIZ
0.2%LAT. ERMEDEETE 1.4%UTTH %,

(3) 30 7M. 80%LAL (H/EWEHEERSS 2 %W 900mL. /S F)LV¥E, 50rpm)

(4) RFRED 95.0~105.0%

(5) Z2E(E

XRRT : FIWWAPIVT > A RFY 3)UITx T DIERHREFRE

ZEMOFMI [#EA] « 717 2)VAIDEEERETORZEERBIEIIONWT (BH) Frkll F
8 A 20 B ITEEHEH S Nz FHERIEB OFHMEIE IR > 7z,



FIVAY IS 4 10mg [IG)
© Al >
SR  PTP/7)V3 YO —a% (SRRIAD)
REESEMA - 40+1°C/75+5%RH
(RAFHR : 6 # A
SBAIEE : MR, BB, AUEEEL BES MR, EhRR. TERR

MBUEE |t | R | sl | L. | HIPEL | TERDER
e | O | @ 3 @ (5) 6)
smbbs | me | we | e e 08 98.2
1rA% | s | - e - 97 97.9
3xA% | Ee | - e - 97 97.6
6»A% | me | me | Eo e 96 97.5

(1) BEOFHEERAD DFRFETH .

(2) LM ORI EREE | WE 255~259nm (TN DOBRZRT .

(3) FZYE : RRTH 0.2 XU 1.6 DEZWEIZ 0.6%LA . ENNDELR DIEZYIEIZ
0.2%LAT. ERMEDEFHE 1.4%UT TH %,

(4) BB | HIEMED 15.0%ZHA 2,

(5) 30 77fE. 80%LAL (H/EWEHEERSS 2 %W 900mL. /S F)LV¥E, 50rpm)

(6) FRED 95.0~105.0%

XRRT : FIWWAIE > A RFY )N DR R E

R EEREm AW IEHE (40°C. HHEE 75%. 6 » A) OfER. BEOHESIETIT
BWT3FHLZETHD Z LRI N,

O 7))V Vo —FEROLEEHER ©
cEEPRE - PTP > — b
AT
OREITx g D2 EMHER : 40£2C. 3 »A GEY)
QIBEITN T D2 EMER 1 25+2C/75+:5%RH. 3 » A GEY%)
@NITx > REMFER | MIEE 120 77 1x - hr/25C (20001x)
AERIEE IR, MR, EHEER. EESER.



M wr | G | Fe | Seh |

st (1) ) (3) (4) (5)
BB e e 100 999 | 71
ORE | 31A% e e 08 989 | 73
1Atk e e 101 992 | 50

QEE | 2,A% e e 100 989 | 48
3 » At e e 99 984 | 47

®% | 120F1x-hr | W& e 100 997 | 63

(1) BEOFHEFREAD DRFETH S,

(2) FBWE : RRT*Y 0.2 RU¥Y 1.6 DFEBWEIZ 0.6%LAT. ZNSDE L DIEZEWEIL
0.2%LLT. HaMEDEEE 1.4% LT TH S,

(3) 30 A, 80%LAL (HEWEHEERS 2 W 900mL. /N K)LiE. 50rpm)

(4) FRED 95.0~105.0%

(5) ZE(E

XRRT : AWAIVE > A RFY I )UITXTT DA R E



O EAZRETOLEM B
ABRIEAT
ORE I T DLEMHER : 40£2C. 3 » A GEX - ]ES)
QEE I dLEMHER : (1) 25+£2°C/75+:5%RH. 2 » A GEY - BAK
(2) 25+2°C/60£5%RH. 3 » A GEY - B

@YITxd D EM SR | #IRE 120 /5 1x - hr/25TC (20001x * ¥+ —L+F v 7 (7))
AERIEE IR, MESUER, R, EEHER.

_ e | suEEER | e | cEsgm | @E
SBIRE £ (%) (%) (%) (N)
1t 1) @) 3) @) 5)
SEABRAAES e o 100 99.9 71
OEE 3 4B Bl | ma | BihL | BEL | Bkl
1 8% | 2nL | @a | Beal | Bsl z%(f%o
75%RH A .
2 4B | BEL | ®RRTA0.2 | 2nL | il 4‘{2325)“
QEE
2qA® | BEaL | Ee BnL | s L %&;‘I’;D
60%RH —
3 pB% | BRL | Es | BlRL | BAL “{Egﬁ)b
®% | 12051x-hr |&knl| @& | Bsl | Bsl | Bsl

(1) HEDFHEEFRAD DRFETH S,
(2) FEYE : RRTSK 0.2 ROUK 1.6 DEZEWEIZ 0.6% AT, ZNLISNDE L DIEZYEIZ

0.2%LAT. ERMEDEFTE 1.4%UTTH %,
(3) 30 7. 80%LAE (H/E@EHFESS 2 % 900mL. /¥ Rk, 50rpm)
(4) RFRED 95.0~105.0%
(5) BEfE
XRRT : A)WAXFIVET > A RFY )UITH S DA REF R E

ZREMEDFMIE [§EH - 717 )VAID\EZRE TOREMFHBRIEITONT (BH) Fakll &F

8 A 20 B IZEEEH S Nz FHERIEE OFHIEIEITHRE > 72,



O ER DR EM AR ®
ABRIEAT
ORE I DLEMHER : 40£2C. 3 » A GEX - ]ES)
QEE I DLEMHER 1 25£2C/75+£5%RH. 3 » A (&Yt - B0
@YITxtd D EM SR | #IRE 120 7 lx - hr (4000lx « &+ —L+F v (7%))
ABRIEE | IR, SR, B, EEHER

HERIEH PR fi P SR BHEE (%) | €25 (%)
ERBHLAEE HED R HE 99 100.0
ORE 3 A% Zitiz L A Zitiz L Zitiz L
1 » At Ztiz L A Zitiz L Zitiz L
FRAEA
2 7 B% 2t L (RRT*0.2 itz L itz L
OEE :0.63)
&AL
3»A% it L (RRT*0.2 itz L itz L
2 0.77)
@% | 120 51x - hr Zitiz L A Ztiz L itz L

XRRT : AIWWAXT)IE > A RF I)VITHT SRR IFE

ZEMOFEIE [#8A] « 717 2)VAIDESERETOREERBIEICOWT (BH) Frkll F
8 H 20 HI ITEEH S N7z S5 BRIEE DFHlEHEITHE > 720



FIVAY IV V4 20mg [IG)

O MnEREBR ¥

SEERE  PTP/7)VI¥o—ai EEAIAD)

REFESRM 1 40£1C/75+5%RH
R - 6 » A

ABRIEE | IR, SR, MUEHER, A —MEER WHEER, EEHER

MBUEE |t | R | sl | L. | HIPEL | TERDER
e | O | @ 3 @ (5) 6)
smbbs | me | we | e e 94 98.1
1rA% | s | - e - 94 97.9
3xA% | Ee | - e - 94 97.8
6»A% | me | me | Eo e 92 97.9

(1) HEDOHEERRAD DR TH 5o
(2) SN AR CERITELS © BE 255~259nm (TRINDEBA 277,
(3) FigWE : RRT*K 0.2 KUK 1.6 DEFEFEWE(Z 0.6%LA T, TN LISNDfEL DIEFMEIZ
0.2%LAT, BEREMEDEFHE 1.4% LU T TH %,
(4) SEY—EHER  HIEMEN 15.0%ZBZ 720,

(5) 30 7. 80%LAE (HEEHEESS 2 %) 900mL. /% F)WiL. 50rpm)

(6) FED 95.0~105.0%

XRRT : AIWWAXP)IE > A RF VISR SRR

R EEREm AW IEHE (40°C. HHEE 75%. 6 » A) OfER. BEOHESIETIT
BWT3FHLZETHD Z LRI N,

O 7 )V Yo —BRE®ROZENHER 10
cEEPRE . PTP > — b

BB

OREITx g D2 EMHER : 40£2C. 3 »A GEY)

QIBEITN T L EMER | 25+2C/75+:5%RH. 3 » A GEY%)

@NITx I D REMFER | MIEE 120 77 1x - hr/25C (20001x)
ABRIEE ¢ MR, MR, B, EESER.



HEHE o I e el B
s (1) ) 3) (@) (5)
SERBAIGE e e 99 995 | 82
OfE | 3,8 e e 97 983 | 80
15 A e e 97 99.7 | 55

oW | 28 e e 98 987 | 54
3 » A e e 97 986 | 56

@% | 12071x-hr | @& e 97 1011 | 71

(1) BEOFHEFREAD DRFETH S,

(2) FBWE : RRT*Y 0.2 RU¥Y 1.6 DFEBWEIZ 0.6%LAT. ZNSDE L DIEZEWEIL
0.2%LLT. HaMEDEEE 1.4% LT TH S,

(3) 30 A, 80%LAL (HEWEHEERS 2 W 900mL. /N K)LiE. 50rpm)

(4) FRED 95.0~105.0%

(5) ZE(E

XRRT : AWAIVE > A RFY I )UITXTT DA R E

O EaAERETORE B 1V
ARG
OREITX T DL EMAE : 40£2C, 3 »A GEYE -
QEEICN T DLEMFER 1 25£2C/75£5%RH. 3 » A GEY¢ - B0
@YITH T R EMFER IR 120 /7 1x - hr/25C (2000lx * ¥+ —L+5 v (7 %))
ABRIEE IR, MEFER, BHEE. EE5ER. EE

[EEE)

] e | EE | st | eEstE | mE
ABIHE AR (%) (%) (%) N)
11 1) ) 3) @) )
SHAERBIA A Ha 99 99.5 82
OEE 3 5 Hik maL | EE | Bkl | Bnl | Bkl
1 »B% | BEL | Ee BinL | Bl L Egg%”
@& | T5%RH | 2R | sl | we | el | #sl | ZEDY
3 ,A% | BaL | me | maL | Besl Q%D
®% | 120F1x-hr | &L | @& | Bsl | BaL | sl

(1) HEOHRHEEFRAD DR TH Do
(2) F#E - RRT* 0.2 UK 1.6 DFERIEE 0.6%LA T TN OfE A DIRMEIZ

0.2%LAF, BRERMEDEFHE 1.4%LUL T TH %,
(3) 30 73, 80%LALE (HEWHHERS 2 % 900mL, /Y KV, 50rpm)
(4) FED 95.0~105.0%
(5) Z%&1E




XRRT : AIWAXT)IE > A RFY VIR SRR

ZEMEDFME [§EH - 17 )VAIDEaERE TOREMFHBREITONT (FH) Fakll &F
8 A 20 B IZEEEH I Nz FHERIEE OFHIEIE IR > 72,

O UL LEIERR 12
BB
DREIHT BRERER : 4042C, 3 1 F (B - REEEH)

QEE I DLEMHER 1 25£2C/75+£5%RH. 3 » A (&Y - B0

@YiTxtd D EM SR | #IRE 120 7 lx - hr (4000lx « &+ —L+F v (7%))
AERIEE MR, MR, R, EESER

AERIEE 20N Al EE B EHEBR (%) | EEFE (%)

A BR B AG R HEDRGE HE 98 99.6
Qi 3 AR’ 2l HE =2l =2l
QiEE 3 »n A’ 2l = =Ml =Ml
@ | 1205 1x - hr 3| nAV) HE =2l =Ml

ZEM OIS [#8A] « /17 2)VAIDEEERETOREEHBIEICOWT (BH) Frk 1l F
8 A 20 HI ITEEHEH S N/ FHERIEB OFHMEIEITHRE > 72,

FIWWAYIY »8E 40mg [JG]
O© HnEzER 12
¥R - PTP/ 7))V Eo—a% EERIAD)
REEME - 40£1°C/75+5%RH
RIFHIRE : 6 » A
FERIEE - PR, TERNEAER. MUEHER. WA MR BHER. cE25ER

MBUEE | MR | BRER | MR | g | BV TR
me | 0| @ (3) (4) (5) 6)

s | as | ae & e 90 97.9

1 nA% B - e - 88 97.7
SnA% | EE | - e - 89 97.8

6nA® | mE | ms | Eo e 83 97.4

(1) BEOFHEREAD DRFETH S,

(2) BN OTHEIREERIEE | HE 255~259nm ([ZIRINDOB K ZR T,

(3) WA : RRT*Y 0.2 XU¥Y 1.6 DFEBWEIZ 0.6%LAT. ZNSDME L DIEZEEIL
0.2%LLT. FHeMEDEEHE 1.4% T TH S,

(4) &EF—MHE  HIEMED 15.0% %220,

(5) 30 A, 75%LAL (HEEHHES 2 % 900mL. /N K)VE. 50rpm)

(6) FRED 95.0~105.0%

XRRT : AWAIE > A RFY I)UITXTT DA R E



R EEEm AW IESHE (40°C. HHEE 75%. 6 » A) OfER. BEOHESIETIT
BWT3FHLZETH D Z LRI N,

O 7))V Yo —BRE®ROLEMHER 19
cEPRE - PTP > — b
ABRSRAT
OiREITx g D2 EMmER : 40£2C. 3 »A GEY)
QEE I dLEMHER : 25+£2°C/75+5%RH. 3 » A (EY%)
@NITx D REMFER | MIEE 120 77 1x - hr/25C (20001x)
AERIEE IR, MRS, R, EEHER.

s o I el il B

s (1) @) (3) (@) (5)
SRR e e 94 1000 | 122
ORI | 3sA% e e 91 993 | 125
15 A e e 94 995 | 97

oW | 2sA% e e 93 99.2 | 88
3 At e e 93 994 | 96

@% | 12071x-hr | @& e 91 1001 | 104

(1) BEORHERRAD DFRHFE TH Do

(2) FBE : RRT*Y 0.2 RU¥Y 1.6 DFEBEWEIZ 0.6%LAT. ZNLSDEL DIEZEWEIL
0.2%LULT. EEMEDEEE 1.4% LT TH %,

(3) 30 . 75%LAL (HEwHEERS 2 % 900mL. /N F)LE. 50rpm)

(4) RFrED 95.0~105.0%

(5) B3EE

XRRT : FWAYIVET > A RFY J)UITHS DRI RE R

O EAERETOLEM AR 15
AR
OB IR DLEMHER : 40£2C. 3 » A (B - JEE)
QBTN DLEMHER : 25£2C/75+£5%RH. 3 » A (&Yt - B0
@YITH T 2R EMFBR  #BEE 120 /7 1x - hr/25C (2000lx * ¥+ —L+5 v (7 %))
ABRIEE © MPIR, MR, EHEER, EESER. fHE



] e | smEmE | wwatm | cmsten | @E
SBIHE AR (%) (%) (%) N)
5 (1) 2) 3) 4) 5)
SREABRAAES e e 94 1000 | 122
DEE 3 5B mial | Es | Bnl | Bal | Bkl
1 » A% | BaL | Ea | BaL | BaL %ggo
@B | T5S%RH | 2 n A% | BnL |  @a | BaL | Besl %gg@
3 A% | BaL | me | BaL | BsL Qg%o
®% | 120F1x-hr |2zl | @& | sl | Bsl | &esl

(1) BEORHERRAD DFRHTE TH D,

(2) B WE : RRTY 0.2 RU¥ 1.6 DFEEWEIZ 0.6%LAT. ZNLSDEL DIEZEIEIL
0.2%LA T, HEVEDEEE 1.4% LT Th D,

(3) 30 A, 75%LA L (HE@HEERS 2 % 900mL. /N F)UWE. 50rpm)

(4) FRED 95.0~105.0%

(5) ZE(E

MRRT : FWAYIVET > A RFY J)UITHS DA R R R

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

O HBURDLEIERR 1©
BB
DREHT SREERR : 40+£2C, 315 (B - [EED)
@RI T B RENERER | 25+2C/T5E5%RH, 3 #H G - B
@YK HEIEIERER | I 120 5 1x - hr (4000Lx + ¥+ —L+5 v 7 (7))

ABRIEE IR, MR, EHEER, EESER
AERIEE 20N AR B EHEBR (%) | EEHE (%)
BB G B D3R e 97 100.2
Ok 3 AR’ b7zl e bzl bzl
OiEE 3 n A% b7zl e bzl bzl
@ | 1205 1x - hr b7zl e 2zl =zl

ZEMDFMIE [§EH - 717 )VAIDEaERE TOREMFHBRIEITONT (FH) Fakll &F
8 A 20 B IZEEEH S Nz FHERIEE OFHIEIE IR > 72,

. RASERVBREDZEMN
B2=19244%



6. ftRIEDEEEL WELFIZE(L)
OX bRV I EBIERA & DECER LR 17
SEPRE : Hak (oRY) [THBREANORGHA 2% 1 $td o—aft
aERSEM - 40°C/75%RH. 90 H GEYE)

HBIEE : 518
HBIEE i
FIWXGF)IE 4 20mg [JG | A bAb ERER 250mgMT [JG]
HEABIAE | EEONEERAD D% B A U
16 L L
2H B L
3H BB L
7H ZLL ZTORBIRES
8 B ey Z TV
15 ik L ZTOREICEL
28 B ZHLL Z TV
60 B ZHLiL ZTOREICEL
90 B ZHLiL ZTOREICEL

[X. BENEIHEICEY SIEE -4. EHERW EOTFER] DESHE

OHERY v b AV )VBRIEHRA & DECG R (LalER 1©
SEIPRE - ek (LoRY)) THEBRAIRORSRAZE 1§ >—aift
ABRSEM 1 40°C/75%RH, 90 H GEYY)

ABRIEE : S8
AERIEE e
FIWAYIVE 8E 20mg [JG] | AEARY v b XY )ViEsEHE 100mglJG]
B GRIARE HEDRHEERRA D DFREE HHED T 4 )VAT—T 1 VT8
14 2 (w3 2zl
2 B 2zl 2zl
3H 2zl 2zl
7B 2zl 2zl
8 H 2zl 2zl
158 2tz L 2zl
28 H 2L 2zl
60 H 2L IRADEICETL
90 H 2tz L IRADEIZZAL

[X. BENEIHICEY SIEE -4. EHERW EOTER] DESE



7. Bt

(EHZEB O EE M ISHERIE]

FIVAY VG V8 bmg [JG] 19

[BRERBOEMZAREESRT A RT71 VEDO—HMREIONT Bl 2 SGENEL LK
O ER A O EMZNEEEREE T R o1 (FR24F2H 298 FEHEEH 02295 10
F) ] TR,
- EHESIRE )V XYL V8 10mg [JGI
- ALFZAEREKEE © C Bt

SERGE | HAREES —mEEBREBHEERE ONRNE)
pH1.2 | BAEES WEHRRS 1K
=0 pH3.0 | #»7z Mcllvaine DEER
rpm
N [Ol#n £/ S ERR b pH6.8 HAEREFG BHEERSE 2 ]
BRI
7K HAERFH BEUK
100rpm pH6.8 HARFA BHEARSE 2R
b= - 9000mL  FHEREE : 12 Xy v)b
O | B/E7ax TS5 74—
- JEREE
@ﬁi%& =P ESTE Nill==a=m
(rpm) BRI | EEHE
(1) FEEEH=E
FBERELAEIN 15 57 LA 85% A BT B, Xid 15 4312
BT DERBREA D FITE R DEHERIF O SFITE HE £ 1 0% D&
pH1.2 BB Do
(2) @x< DBEHER
FHEREAE| DB EHER L1 5% DEHZEZ 25 DA 12 Ed 1 3
LIF T, £25%D&HZBZ 5H DI,
(1) EIEH=ER
IR ARE X N2 ERE I B 1T 2B HED 1/2 D
BHERAZRTEY R, MOBRESINZHBRE W T, &
0 H3.0 BREUA D SEVE HERDMZEERIE| DO B HE L 8% DEFH ITH D
5 pHo. M. XU £2 BB OMED 55 LLETh Do
(2) iR DB
BRI DB EHER 1 2% DEHZBZ H5H DM 12 EF 1 @
LIT T, £20%D&HEZEZ 55 DI,
(1) SEEH=E
HEREAEIN 15 7 LI 85% A BT 5, Xid 15 31T
B BRI D TS H R DRI D EIFE HER £ 1 0% D&
pH6.8 HICH 5,
(2) iR DB
HEREAE| DB HER L1 5% DEHZBZ H5H DM 12 fEF 1 @
LIT T, £25%D&HZEZ 55 DI,
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BRELAN D IVE H R DR ERIA D YA HH ER + 8% DEIF (TH D
. XiZ 12 BIBODfEN 55 DLETH Do

(2) fEl 2 DB
AEBREAI DTGB H R L1 2% DEHZE A 25 DA 12 fi+ 1 &
AT T, £20%D&MAZEZ 5H DR,

(1) P
SHERELAL Y 15 53 LIPNICTHS 85%LL LT 2, i 15 431c
3517 BB T A EERA O TR +10% O

100 pH6.8 T 5o

(2) fE4 D¥E R

AEBREA DTGB H R L1 5% DEHZE A 25 DA 12 fi+ 1 &
AT T, £25%D&EHAZEZ 5% DR,
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(50rpm. pH1.2)

(50rpm. pH3.0)
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T8%DHEMEIZHD . A R4 > DH|EEHE
oZi@ébon




(100rpm. pH6.8)
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i} s SEASVEIHE (%)
EES | =epare = o
(rpm) | PR | B g Gy Ls s | SERE GHLA LS | HIE
(min) % 10mg [JG)) % 5mg [JGJ)
pH1.2 | 15 98.1 97.3 e
15 35.9 42.5
pH3.0 e
0 360 69.1 71.4
pH6.8 | 15 92.8 93.0 e
10 28.6 35.2
7K EE
360 57.4 63.1
100 | pH6.8 | 15 97.9 97.3 e
EHEBORSMEOHE (B2 DEHR)
- |5 % DYEHR (%) SEAGVEHER & D
oy | BB | B H5E
rpm (min) B/ ME~BAE +15%B | +25%78
pH1.2 | 15 94.2~99.0 0 f@ O | @e
-, |PH30 | 360 70.3~72.5 0 f@ o | @
pH6.8 | 15 91.4~94.4 0 f@ 0fF | @&
K 360 57.3~68.2 0 f@ o | @
100 | pH6.8 | 15 96.0~98.2 0 f@ 0fF | @&
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FIVAY IS Ve 10mg [JG] 20
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BEER 02298 10 8)) 1265,
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pH1.2 | BARFE BHEBRS 1K
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ERHERIADRE S N BRI B 1T DB HED 1/2 OIS H
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HE D FHERIAF ONIGEHE 12 % DEHICH H7n, XU {2 B
HOMED 46 L ETH D,

ABREANAY 15 27 AT 85% DA E¥EHI I 2, Xid 15 93TH1F
2 A BRELA O YA R DR HERAI O SHE R £ 1 5% DEHITH Do

RERIFDRE S N 723 BRI IT B 1 D FIGEHIRD 1/2 OEGEH
R I BHRRF R, ROBE S N7z BRI T U CEABRELAI D
BE D FHERA ONIEHE 12 % DEHICH 57, XU {2 B
HOMED 46 DL ETH D,

SBREADY 15 0 DAPITFEY 85%LL EEHI I 5, XU 15 iTH T
2 FABRELA O YA =R DR HERIAI O SHE R £ 1 5% DEHITH Do
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100 pH6.8
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BHEFHOFELMEOHIE (HIEHR)

- w5 TAGEHE (%)
B = Y Mz 2=
BRI i3 = I - | e
(rom) / T Y REBREA] (I AY VY
pH1.2 15 98.4 98.1 EE
15 38.9 35.9
pH3.0 HE
50 360 73.9 69.1
pH6.8 15 94.2 92.8 b=y
K 10 28.5 28.6 .
7
360 55.5 57.4 -
100 pH6.8 15 97.6 97.9 b=y
° r\:él:gﬁ
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FIVAYIVE >3 20mg [JG] 2P
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BENERRDE
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(50rpm. pH6.8)
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[BRERRBOEMEORSERBRA A K51 v EO—FRECONT (PR24E2H 290 &
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pH1.2 | BARFE BHEBRS 1K
50rpm pH3.0 | #®7z Mcllvaine DfEERR
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B, XIZ 2 BROED 42 DI ETH 5.

A A E & N - SBRESITIC 51) B VSR D 1/2 OFIWEH
K| BENTELLES, RURESNABEEICH T, SREAD

A R R B ) AV ISR + 9% DRI 5 D70, ik £2 B
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BHEFHOFELMEOHIE (HIEHR)

—_— sz TAIVEHE (%)

N = N -
BRI (3= = 1y N HE
(rpm) ; -~ SERBUE] ()L ALY >

p (min) | EERE ($EAl. 40mg) % 40mg [1C0)
pH12 | 15 943 948 He
10 16.6 17.7
pH3.0 Ty
360 36.7 35.1
50 10 65.1 64.9
pH6.8 Py
20 85.8 86.0
. 5 9.7 10.1 e
7]
360 24.2 955 -
100 | pH68 | 15 848 87.9 T
. Ykza
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KOF W AFIVE U8 40mg [JGL. BEAFERHERRERITED HNA ATV > XA RF
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10. HEIPOBMEDDESEE

HE [FIWAYIVY Y X R+ )] OEEEITK 5,
WEkrsa~x 757 14—




11.

12.

13.

14.

paLiii
ZHL2WN

AT DOREIE D H D IRAEY)
ZUER R L

ERDWMERES - IMRNFHRIABESICRIT D15k
ZHELWN

ZDfth
B2=19224%



V. BEICETDIEE

1. EEXITEHR
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3. BRFRALIE
(D BERT—9 I\ r—
ZUERRL
(2) ERERZNER
ZHERRL
(3) ERPRFIRHER
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2) LEEEHER
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3) R MHER
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1) EANERE - HEERAMRERE (GhRE) - RS TERERRGER (MAREERRIER)
FZEBER L
2) EaRFME UTERFEDABXISTEE U MR BROBIE
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VI. EFEIEBICE I DIRE

1. FEZNICEEH DILEWMRIILEWEE
TIIFT YV NRBEETE (QIVY AU T L NVTIVE L TIVIHIVE Vg E)

2. FEIBEFR
(1) {EFAERNL - YEFAMERS
TUIFT Y NREEDYT I AT AT, REKOETE, NEMREMEDT »9FT >
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T RZv 7 THD., BOKEER, FIWMNEERIZEWTZAT 7 —BITXDIIKD#EZZT,
EERE TH DA IVA Y)Y RS NS, 2%
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ZEER L
(3) {FRRAIREGR - FmbsE
FZHEER L



VI. EYEREICE T HIEE

1. MEEDHER - BIEE

(1) BB LBEMRmbiEE
FHEERLL
(2) &EMYRE ) ERR
fERARA S F
A= rE5& #575% | Tmax (hr)
AWAPIVE >~ 1 #¢ 19408
$€ 10mg [JG] | FWAFNEY > XRFVIELTI0mME) | messmE R
FIVAPIVG 1 5 BORS o
4t 40mg [JG] | GFIVAHILE Y AR+ ULE LT 40mg) o

(Mean=+S.D.,n=20)
(3) ERFRERER CHESR S NIcMmiRE
(AP HRE M ER]
« FIWWAYIY 8 10mg [JG] 2
[RRERBOEYZNEEERET 1 R T4 VFEO—ERRIEIZDOWT CER 24 &£ 2 A 29
H BEREEEF0229%F109)] 1265,

FIWAIVEY g 10mg [JG] LEERAZ, 70X F—N—KIZL0DEhZEN 1§ ()
AP)IE o XRFY )be LT 10mg) BEMASFITHREROEORS U CmERHiEHENR
Y CHIVASIVE V) BEZEIEL. BoNEMERE/Z A —% (AUC. Cmax) IZD
W 90%EFXEREIT THIEHEIT 21T > 72 /R, log (0.80) ~log (1.25) D#HEANTH
0. WAIOEMZRREE R S N,

(ng/mL)
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< ERMNENBEIST A —X >

HIE/ST A =5 SEINT A=
AUC0732 Cmax Tmax T1/2
(ng » hr/mL) (ng/mL) (hr) (hr)

FIWWAYTIVY >~

st Lomg [JG, | 213045552684 | 35516£81.16 | 19+0.8 | 68+0.7

TR

8. 10mg) 2263.97+459.57 | 385.41%87.26 1.8£0.9 6.9+0.7

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

MERFRELNT AUC, Cmax FED/37 X —5 (3, HEREDBR, AROREOE - FfHEE
DFBREMAITL > TRRDATRENED D Do

<ESMOYIFEBE>
AUC, 49 Cmax
2 WHIDFAIEDE log (0.9362) log (0.9240)
e log (0.8980) log (0.8606)
90%({SR=HE ~log (0.9759) ~log (0.9920)

« FIWAYIVE V4 40mg [JGI 25

[ RERRBOEMZNREEHABRAT A R 1 L FEO—FBUEIZDOWT (FRk 24 F 2 A 29
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FIWAGIVGY ViE 40mg [JG] LEEREF 2, 7o0Xd—N—KiZLbzhen 1l (T
AT ARFV VL T40mg) BEMRAE FIHREREREOERS U TMmERHEENR
#Y (FIATINE V) REZEEL. BonEMEIRE/ 5 A -5 (AUC, Cmax) IZD
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< ERMNENBEIST A —X >

HENT A= SENTA—F
AUC0732 Cmax Tmax T1/2
(ng » hr/mL) (ng/mL) (hr) (hr)

FIWRXFIE >
% 40mg [JG] 6689.25+1704.70 | 1000.23£184.03 | 2.3+x1.1 | 6.8+0.8

TR RIA]
$##l. 40mg) 6992.15+1664.74 | 1112.64+239.70 | 2.2+1.2 | 6.7£1.1

(Mean=+S.D.,n=20)
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BRI L
(&) SRS
BERABT
SHIE B 5% | kel (hr)
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KEDWHAIXE | 8 USE IN SPECIFIC POPULATIONS
(2019 10 A) | 8.1Pregnancy

Risk Summary
Benicar can cause fetal harm when administered to a

pregnant woman. Use of drugs that act on the renin-
anglotensin system during the second and third trimesters of
pregnancy reduces fetal renal function and increases fetal
and neonatal morbidity and death. Most epidemiologic
studies examining fetal abnormalities after exposure to
antihypertensive use in the first trimester have not
distinguished drugs affecting the renin-angiotensin system
from other antihypertensive agents. In animal reproduction
studies, Benicar treatment during organogenesis resulted in
increased embryofetal toxicity in rats at doses lower than
maternally toxic doses.

When pregnancy is detected, discontinue Benicar as soon as
possible. Consider alternative antihypertensive therapy
during pregnancy.
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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.

Clinical Considerations

Disease-Associated Maternal and/or Embryo/Fetal Risk
Hypertension in pregnancy increases the maternal risk for
pre-eclampsia, gestational diabetes, premature delivery, and
delivery complications (e.g., need for cesarean section and
post-partum hemorrhage). Hypertension increases the fetal
risk for intrauterine growth restriction and intrauterine
death. Pregnant women with hypertension should be
carefully monitored and managed accordingly.

Fetal/Neonatal Adverse Reactions

Oligohydramnios in pregnant women who use drugs
affecting the renin-angiotensin system in the second and
third trimesters of pregnancy can result in the following:
reduced fetal renal function leading to anuria and renal
failure, fetal lung hypoplasia, skeletal deformations,
including skull hypoplasia, hypotension and death. In
patients taking Benicar during pregnancy, perform serial
ultrasound examinations to assess the intra-amniotic
environment. Fetal testing may be appropriate, based on the
week of gestation. Patients and physicians should be aware,
however, that oligohydramnios may not appear until after
the fetus has sustained irreversible injury.

Closely observe infants with histories of in utero exposure to
Benicar for hypotension, oliguria, and hyperkalemia. In
neonates with a history of in utero exposure to Benicar, if
oliguria or hypotension occurs, utilize measures to maintain
adequate blood pressure and renal perfusion. Exchange
transfusions or dialysis may be required as a means of
reversing hypotension and supporting renal function.

8.2 Lactation

Risk Summary

There isno information regarding the presence of olmesartan
in human milk, the effects on the breastfed infant, or the
effects on milk production. Olmesartan is secreted at low
concentration in the milk of lactating rats (see Data). Because
of the potential for adverse effects on the nursing infant, a
decision should be made whether to discontinue nursing or
discontinue the drug, taking into account the importance of
the drug to the mother.

: < https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021286s0
40lbl.pdf > (2020/1/6 77 £X)
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ADEC : Pregnancy Category
(An Australian categorisation of risk of drug use in D
pregnancy)

ZE | HEOBE

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.
< https://www.tga.gov.au/prescribing-medicines-pregnancy-database >
(2020/1/6 727 & RA)
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(2019 10 B) ™ 8.4Pediatric Use

The antihypertensive effects of Benicar were
evaluated in one randomized, double-blind clinical
study in pediatric patients 1 to 16 years of age [see
Clinical Studies (14.2)] The pharmacokinetics of
Benicar were evaluated in pediatric patients 1 to 16
years of age [see Clinical Pharmacology (12.3)].
Benicar was generally well tolerated in pediatric
patients, and the adverse experience profile was
similar to that described for adults.

Benicar has not been shown to be effective for
hypertension in children <6 years of age.

Use of Benicar in children <1 year of age is not
recommended /see Warnings and Precautions (5.2)].
The renin-angiotensin-aldosterone system (RAAS)
plays a critical role in kidney development. RAAS
blockade has been shown to lead to abnormal
kidney development in very young mice.
Administering drugs that act directly on the renin-
angiotensin aldosterone system (RAAS) can alter
normal renal development.

%1 : < https://www.accessdata.fda.gov/drugsatfda_docs/label/
2019/021286s0401bl.pdf > (2020/1/6 77 £ X)
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4.Clinical particulars
4.8 Undesirable effects

Additional information on special populations
Paediatric population

The safety of olmesartan medoxomil was monitored
in 361 children and adolescents, aged 1-17 years old
during 2 clinical trials. Whilst the nature and
severity of the adverse events are similar to that of
the adults, the frequency of the following is higher
in the children:

- Epistaxis is a common adverse event in children
(i.e. = 1/100 to < 1/10) that has not been reported in
adults.

- During the 3 weeks of double blind study, the
incidence of treatment emergent dizziness and
headache nearly doubled in children 6-17 years of
age in the high olmesartan medoxomil dose group.

The overall safety profile for olmesartan medoxomil
in paediatric patients does not differ significantly
from the safety profile in adults.

% 2 < https://www.medicines.org.uk/emc/product/5572/smpc (2020/1/6 7
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