202358 AHMET (FE9hR)
AAREZEEEmRNERES 87259

E #2 S 4 v 4 E 2 — 7 ## — L
BAMRREXKEISD 1 FEEEEE2 0 1 3ITEH L THERK

BT 3L AR AR K4 O HE PR B S E#l
ALRAADVIEERIE N TEIL 0.1mgINIG)
ALAODVIEEEIEHD T 0.2mgINIG)

2 LZX0Y UISEE OD §& 0.1mgINIG)
2 LZX0Y UISEE OD §% 0.2mg INIG)

Tamsulosin Hydrochloride Cap.
Tamsulosin Hydrochloride OD Tab.

# % oA R T b A 1
7 | OD && : %t

B FH 0o R H B S| AGEEREL (EE-EMEOLTEICIVENTLIL)

17BN (BE) F, Frra L U HEHBEED TOREET 5,

ps A & 8 | 77t/10.1mg, OD# 0.1mg: 0.1mg

71 7/ 0.2mg, OD #£ 0.2mg : 0.2mg
_ i 2, ST RN QNG S = BN =Y 31x)

' £ 4 : Tamsulosin Hydrochloride
VoA % OD &&

HERTARRBEAB | KEFAH 20207 H 9H 20124 6 A 15 H
EAMBEEINE - RTERAB | B IEVEE 2023 £ 8 1 30 H 20224 8 J 18 H

FE5E4E A A 200547 H 8H 2010 4F 11 H 19 H
R SERE A | 70 EER LIS
E%ﬁ&ﬂ*ﬂ%*iﬁ ‘J'_'LA ZEHIEIHQKK’HZ \

BUYERR 520« HIE LI B T8k tt

EEERBDLEOERE

HE TS BEEVFR— b 2 —
Ly & H» & B A | TEL: 0120-517-215 FAX : 076-442-8948
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BT O SCEM T, EEMLEREIRR AR —L_—
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EREEL ClE, MBI IO TREBEDFE 0 IR e S 22 OB NG RSB e a2 LTI
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IFRE EEOKET B T,

FIZI0F2 % L, EIMIFHROAID FTH 2 IR, T Th 5 ERBIGOIEAAN, W
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W CIFRE R ZEE2008 3 K E STz,
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&L C, Hx ODIFNEA CEEA T 2 EFEAERE L CHEENEE - T2 8 & LT,
20084 L W AFARIDA v 2 B a— 7 3 — ARt 2 P L7 CHE L CE o HE A2 M L,
WAL - TY, [EA - FKARIFEICE > TH, DROBRWEREETHZLE2E 2T, £ZTH
W, TFRLEEH O —HET 2T WIFRLEEH2013E L TART HENE 2o T2,

. [F&IE

IFix TASCES OB R AT L, KARNSEOEREFEICE > THHEFRICLER, ERLOM

BHEEO =D OIEH, TGO 7= DR, FHI 07 O, EH 5O IER H O 72 O,

PR BE T T O D OFFRENEN SNTREH 2B OESEMFEHRE L LT, BRI

FEARE L, FEAIANE D72 D12 Y54 B 31 O BRI TR O AL A (KIE L TV D41 E R
EALEMT NS,

e L, FEE - REREMESICED S b 0, RERBEORAIE T & BT D b O K OFEAIAT
H D AR - I - SRAE R E FEEIIFOEHFHE L 132 5720, S0z 5 &, REEEND

FEAESZIRX, SEAIATE O33R - HIWr - BRAREIST 5 & & big, RERFEEZTH LD LN

Wik ERFOZ EEEHREE LT D,

[IFDO#R]

OHFITAAR, BEEX L L, FAIE LTIRA » ML EoFER (MFRITFRLS) THEL, —6aRY
LB, L, WASCE TR R A WSS, B A TR IS b LT 5,

QIFFEHEEHEICESEER L, FEALILIY v 7 KR CTRET 5,

@FMOFLFIIAH— L, FRRICHT THFEEKRD TTFAHO TS X OME | oL EF#HT5 D
DEL, 2HIZE O D,

[IFDERK]

OIFEEH & U ClAl oG8 (NWAA, E5A, SAHAD ITERSh 5,

OIFIZFi# 2 H R OBEFNIE B3R R E L 7= IF s BRI YL 5,

OB TTEONEZMTET H L DIFOEFIZH » CTHERFRNTH IN D,

ORI FEOE LT 2 b0, BERMEORIAILS ) 2 B3 5 & O K OFRAA 2 1 U D EF
PEEF B SR - Pl - SR REFHIZOWTIFEE IR,

® MEHKIA ¥ Ea—7 5 —L50HEHE2013) (LLF, [IFGE#EZEFE2013) S #9) (258 0 1Bk
SNEIFE, E AR TORMEAZ AL L, LEIZIL U CHEARAE EA (PDF) 2> HI L
THEMAT 5, BETORKRITMETITR,




3.

4.

[IFD#1T]
O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LA D EE IOV T, TTFGEEZEME2013]) 12 K A ER - #R8E358H S b b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
A EARDIFIZ OV TIE, &35 R A TS O = 38 5 PRI A 1 AR IR — A — 2 fgidlk
LTRERE SN TN D,
RRAET TR A VF B a— T+ — AEROFF & | 1ITHE > TERL - 2863228, TFDJRS %
B E Z, EEBSGICRE LT D ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA VHE 2 —IZ LV IEKIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AR EOEEFICEAT 2 FHICEH L T, IFPSGETISN S £ TOMIE, %%
[ S L oD BUER s ARG 2 YA SCEC R A B CEL, H 5 WVITEE N ERE S E SR E Y —
2B KA S ET 5 & L b, IFDEMAICHT- > TE, B O SCE % E 35 E
PRI BRIH AR AR — AR — Y TR T 5,
728, EIEEHSCEEEOMERO SO LR SN TV D TR < [ E24MNE TORITEIRI
BT DTS IIARFHEICEADL Z 0 HY, TOERWICIT - ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,

(201344 H &7T)
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I. BEICE9 5HE

1.

2.

RS DER
AANE, & LAv v CHERE 2 H R &3 D RLIERIE O PEREELERTH 5,

(vt 7 780 01mg) KON VOV 7 17780 0.2mg) 1%, RET /N7 7 —~Fk
A tt (IBRPEE G TR NEBERML E LTI 2R L, BUE KR ORRGIEZE
BRE, HEMRER, AmFrIREERBRAFEm L, 2005 4 3 A 14 BIZAGRZ IS, 2005
7 A 8 HICHFRARM L, (EHREH 481 5 (CEk 1144 H 8 H) IS EKRH

£33
AR

[ LA v v R OD 88 0.1mg TELFIT /) | RO T2 A 21 o KRR OD §E 0.2mg
TELFNT /3] ) 0, BRHET ASEGRASAE (IBRERS TERSH) BB EBERELE LT
PSS AR L, BUE R OGBRGIEZRRE, ZEMERER, A PR SEMERZ 32 L, 2010
7 7 15 BIZKRZ I, 20104 11 A 19 BICHGEEBIAA L=, CGRARE 0331015 =
(CEpk 174F 3 A 31 H) (ZHSEKRHEH)

LIF DIRFEAEE 21T~ T,

HKERAEH B k744 IH R 544
201246 A 15 A | # b Am o Hafikih OD & 0.1mg/ | # &A1 o Hafkih OD & 0.1mg/
0.2mg TYK) 0.2mg [BLF1T /X

2020 7T HOH | #bhAu v HEEEE D7/ 0.1mg | 2V v 27 7 &L 0.1mg,0.2mg
/0.2mg [ HT /3]

2022 4E 8 A 1 H, [XAAuo et OD 8 0.1mg, 0.2mg [TYK) | %, iHT /3K
pn Rt B H R Tl B TGRS I S IR e AR S Ak S, Z DBRICIRGE4 DR =
% ITYK] 7»5 INIG) IZ&F LT,

2022 4 8 H 18 HIZHEMINE =41, HELHRASHNWTETHZ L &holz,

202348 H 1 H, [HAAxuT  H{RRIED 7L 0.1mg/ 0.2mg [RET/N) | 1%, ®H
TNT 7= RSt B H E T R TIGR A S S IR B AR A A, 2 DBRIZHR
A DRETE THET /N e INIG) IZEE LT,

2023 4= 8 H 30 HIZHFARINE S, BELRKSHENRGET D2 & o7,

HRDERFHN - BFIFRIFE
ARFNE, & LAw v IR 2 AT &3 0 RSLIERIE O PEREELWERTH 5,

(1)
(2) ERZEIWEN GREAM) & LT, Kb Eikrek, MRS, SES EE STV D,



I. &¥#ICEI HIRHE
1. HR5E4A

(1) M4
B hAm v YRR 7 20 0.1mg INIG
B hAm v R 7 2L 0.2mg INIG
& L Aw v oW OD # 0.1mg INIG
Z KAy HEigtE OD 2 0.2mgINIG)

(2) *4
Tamsulosin Hydrochloride Cap.
Tamsulosin Hydrochloride OD Tab.

(3) AFDHE
—frA LY
2. —#4

(1) ¥4 (GFAXK)
H LA a Y R (JAN)
(2) #4 (G4%)
Tamsulosin Hydrochloride (JAN, INN)
(3) RTL
7T R - -azosin
3. EEXANIELRER

X 0 0
H Y/
Y\O/\/N\/\\/\/ S

b | © L Ha

0.___CH, H CH, "o~ - CH;

4. FFRRUSFE
57170 : C20H28N205S « HCI
Sy PR 444.97

5. {24 (ams4k)
5-1(2K)-2-[2-(2-Ethoxyphenoxy)ethylaminolpropyl}-2-methoxybenzenesulfonamide
monohydrochloride (IUPAC)

6. ER4, 4, KBS, E5ES
WA g S DA

7. CAS &S
106463-17-6



I. AMESICEIT HIEE

1. MELENHEER

(1) 5 - R
FEDREHTH D,

(2) BfEHE
FIRIIETOT <, KT T <, Bilg (100) ([T <, =& 7 —/b (99.5) 2
6D TYRITIZ S W,

(3) BEtE
MEERR L

(4) AR (OBR) , BR, BRER
Als 59 230°C (4fiF)

(5) BIEEMEER
BRI L

(6) SEHRE
BRI L

(7) TOfDELREME
B [l 3 —17.56~—20.5° (§i1%f%, 0.15g, /K, A0, %%, 20mL, 100mm)

2. AMHSGOEBFLHTICEITHREN
MEERR L

3. MRS OmEEABE

(1) ZRANmIHR G R E VA
AL DO KIFRINZ D E WU AT MVERIE L, RO ART ML ERFEOBZARY WLk
BT 5 L&, MBEBDANT FWEFR—EED & Z AIZFEROTRE DOWIN 27880 %

(2) TR A2 SVRIETE
WAL A U v ABERINEIC L0 RBR ATV, KD AT ML EKRBDOBRBARY N L& T
LHEE, MEDARY MVIEFE D & Z AIZFEBEOTREDWI AT 5,

(3) EMERIS
KA DIKEHE 22K inte, AR Z A HERKE L, AT 5, ARSI O EMRIS %
2715,

4. EMRHSDEEE
TN E VA
Kbz XML, BERE, MOKEERSIRIR 2%, SR CHET 5,



1. Fl

V. RFIZEI HRAE

(1) FIRORA, SMEERUHER

H LAy R T L

Wiz X hAT Y R T L
- 0.1mg [NIG 0.2mg [NIG])
EH L T WEAAREH, EEA | HIL< O TWIRGARER, IREEE
ERIN GBREH, NEAYPAE~HEAEAD | B REW, NEW) A~ aen
BLD 4 75 H T LAE| BLD 4 B 51 T IILH|
S [ t52 9253 Q (527 [38F )Q
£2E (mm) 14.2 14.2
BE (mg) 122.8 205.6
ZE (mm) 5.3 5.3
fRAES (mm) 5.1 5.1
W — R
(PTP) t526 t527
Wiz Z hxm v AR OD 6 Z WA wm L KRR OD BE
- 0.1mg NIG 0.2mg [NIG])
PR ERERPE
» | ®O0= @Q
HEE (mm) 7.0 7.5
JZX (mm) 3.4 3.6
BH& (mg) #9120 #9160
W — R TYK390 TYK391
(2) #FlIDYMH

( TIV. 4. BFIOFTESRMTTICBT 2L ENE] OHSH)

(3) #Aa—F

( TIVv. 1. (D) AR, FMELOWER ) OEE)
(4) pH, BBEEL, ¥E, LE REOERUREL pH HBE

A% L7
2. RFE|OMEAK

(1) AHAES CEERS) OEE

{ongd

A ATy e e
0.1mg NIG]

K hAva v AR e
0.2mg NIG]

Gl %
(1 A 711

X KA v MR 0.1mg

A h2n Y AGRENE 0.2mg

NIIE

IR RY = F N, fERmELra—2R,
b F 4>, ATT VRN T A,
YIF, Zr, R VL— |k 80,
AR Y AfEaRY <—LD, 77U/
WiEe U v A, = R bEk

Jx BN =T, ERELre—X
b F 2, ATT VBN T A,
YIF, 2y, RY J_—} 80,
A7 Yo <~—LD, v

e N Y oA, =R kR




A S h 2w Mg OD §E Z hAw L MR OD BE
e 0.1mg NIG] 0.2mg NIG]
hieb 24>
ﬁ’ﬁgﬁj; 5 1A L U 0.1mg 5 K 2w o 0.2mg
fEdElLe—2, eXmAo—R, = F L —R, X ) —), T LFEE
FRYD A, TIUAMBET V- A5 7 Y MEATF LK ~—, K A% xT
whnw) Ly )T 2= VT—F )b, AXZ 7 YAEEaRY <—LD, #U V~x—} 80,
FLEKFIY), D-~>=h—Jb, JRAKRE R, FABETVI=ULA, £ Kok
TN AR—F, AT Tu—R, ATT YIS T L
(2) FHnp
(v, 2. () Ay (GRS OF R OHESHR)
(3) £t
P2 S
3. BEAHFl HAOSBIEICHT HEE
PAROrA
4. BEOBREEFHTICHSITIREMLE"
(1) hnEFE

JnEEEER (40°C, 75%RH, 6 » A) OfER, ¥ LAxv v AR 72/ 0.1mg INIG) ,
WAy AR T 720 0.2mg INIG) , # 52w v UHfEE OD $E 0.1mg INIG) K&
W& L Axv v R OD §E 0.2mg TNIG) (i@ s OiE M8 W T 3EMEZETH D

R ST,

BRI R AR © 2009/8/17~2010/3/18

O ATy UHEEEE ) 720 0.1mg [NIG)  IhE:RER  [R&odEpre (PTP @) ]
HERTE H = LRI
<k > H BH G 1% A 3% A 6 » A
PR n=3
e . . | PTRD1
<FEEZ WO ARSI, B . . . .
a@i@%jgﬁiggtgﬁggﬁ P7KD2 LE) e e e
W R A e L > P7KD3
WA n=3 g%g; -~ B B o
== N oy i o = =
(EMERIS, AR AT V) P7KD3
e - P7KD1
aaEl—M (%) n=3 . .
. P7KD2 WA — — e
<15.0%LLF > PTKD3
18 P7KD1 | 34.7~435 33.2~45.2 35.6~44.6 30.8~42.0
~ P7KD2 | 31.6~46.1 34.7~47.3 31.5~43.5 33.9~42.8
<1204y, 20~50% >
N 7 ° P7KD3 | 34.6~45.9 31.9~48.6 33.0~43.7 30.9~42.3
ﬁi 18 P7KD1 | 46.4~56.2 44.8~57.8 47.6~55.9 42.4~53.1
b <3H%ﬁn30~ﬁoy> P7KD2 | 42.6~57.6 46.2~57.2 42.8~55.5 45.8~55.7
D 5 (1)
(%) P7KD3 | 46.8~57.8 43.9~58.3 43.9~55.9 46.0~53.5
18 P7KD1 | 89.2~96.8 83.6~95.2 88.3~97.0 84.7~92.2
. P7KD2 | 91.0~97.2 89.1~97.0 84.2~92.0 87.6~95.8
<10 B[, 75%LL E >
1] ok P7KD3 | 91.4~96.6 89.7~94.7 85.2~92.3 87.2~94.3
28 (%) * n=3 P7KD1 | 100.3~101.3 | 995~103.2 | 98.9~ 99.4 | 99.8~101.5
0 106.0% — P7KD2 | 98.9~100.7 | 100.5~102.7 | 97.9~ 99.1 | 100.2~101.1
. D% P7KD3 | 989~ 99.6 | 100.2~102.3 | 98.2~100.9 | 99.5~ 99.9
) FREBICHTAIEAER (%) — : RESE




SRR I - 2009/8/17~2010/3/16

OF rAxv Y AAREE T 7/ 0.2mg INIG)  IERE U aiEmre (PTP @) ]
B EA (A7
<HifE > &5 BR hA I 1% H 3 nH 6 » H
PEIR n=3
<A< S FVREAEY, Ik | DTED] o . . .
AEAREYN, NAMAGE~HEEGO | Lol = : : :
RLOWE B 72 VH >
EVERUS, SN < = H
(BHERUS, SN AT [ V) P7KD3
GRE M (%) n=3 lﬁzg; . B B .
o/ > =) (=)
<15.0%LL T > P7KD3
n=18 P7KD1 30.1~40.6 33.0~41.3 31.5~40.0 32.6~37.5
P7KD2 31.3~43.4 32.6~39.8 33.56~39.3 29.3~40.1
<120 %y, 15~45%>
. 12097, 16~45% P7KD3 35.2~41.3 32.3~38.4 32.8~40.6 34.8~42.2
i n=18 P7KD1 50.5~61.7 55.2~63.2 51.3~61.5 52.0~59.6
P <4 ~65% > P7KD2 52.9~64.6 52.56~63.4 52.9~61.0 47.7~61.1
(%) #H, 35~65% P7KD3 | 55.0~63.6 53.0~60.7 54.3~62.8 54.8~63.1
n=18 P7KD1 82.0~89.9 89.6~94.4 85.4~91.5 83.4~90.9
P7KD2 86.0~93.2 87.1~95.0 86.2~90.3 79.7~91.9
<10 HFRH, %LL >
0 Fifil, 75%2k P7KD3 89.4~93.8 87.6~92.2 88.1~93.6 86.5~92.0
4B (%) ¥ n=3 P7KD1 97.3~98.0 96.9~99.2 97.0~99.3 98.7~100.1
<94.0~106.0% > P7KD2 97.6~98.9 98.4~99.6 96.9~98.6 99.6~100.0
’ 0 P7KD3 97.8~99.4 96.8~98.8 97.0~98.5 99.4~ 99.7
¥ RFEIIHTI2EEE (%) — : RENE




AR I B - 2009/1/5~2009/7/8

OF LA v v RN OD §E 0.1mg INIG)  JnEstBr  [IRQOEEFE (PTP @) ]
RERIE B = PR AT AR
<HiHE > H5 LGS 14 H 3 »H 6 » H
e TDO01-01
. E{fé‘@ e TDO1-02 e o o o
R TD01-03
s _ TDO01-01
PR n=3 TDO1-02 o o o o
(HPLC) TD01-03
e o TDO01-01 9~13 9~13 9~12 8~12
%%ﬁéiﬁggéi—w TD01-02 9~13 13~16 9~16 11~18
TD01-03 10~13 11~14 11~14 9~16
BFIE—ME (%) n=3 TD01-01 5.7~8.2 6.2~6.6 4.2~17.9 6.6~17.3
(& B —PERER) TD01-02 6.3~8.6 5.6~6.9 4.1~17.2 4.8~8.3
<15%LLF > TDO01-03 47~17.9 4.8~7.4 5.1~6.6 4.6~7.5
@ 27.7~340 | 27.3~33.8 28.2~34.8 249~ 32.9
TD01-01 | @ 52.5~60.1 | 54.4~60.7 51.7~62.5 48.0~ 64.5
s o ~ @ 85.5~96.4 | 87.7~96.8 85.8~99.8 85.9~102.5
:%”mgg%ﬁ()/"i%za;i ® 231~304 | 26.3~30.8 23.8~34.0 21.1~30.6
S ®60 4. 3565% TD01-02 | @ 50.0~61.2 | 52.6~62.6 53.1~60.8 48.5~60.9
320 5. TERLLL > @ 84.9~96.6 | 85.4~96.8 85.8~96.0 81.7~95.5
’ D 25.8~330 | 27.5~3217 25.0~30.7 23.3~29.8
TD01-03 | @ 54.6~62.1 | 52.0~64.7 49.1~59.9 51.6~60.2
@ 85.5~95.4 | 87.2~96.0 84.0~96.3 84.5~95.2
B ) * ne3 TDO1-01 | 995~100.5 | 99.1~102.9 | 99.3~102.4 | 99.5~100.7
5.0~ 105.0% TD01-02 | 97.6~100.4 | 97.4~100.7 | 98.4~102.4 | 97.3~ 98.8
TD01-03 | 97.4~ 99.8 | 96.7~ 985 | 97.6~ 99.9 97.1~ 97.8
X FoREICKTTEAE (%)
AEBRESEIIR : 2008/12/25~2009/7/6
OF LAw v RN OD 82 0.2mg INIG)  IEstEr  [Ri&odépie (PTP wdk) |
HERTH H =N FRATH R
<HiHE > &5 BA AG I 15 H 3% A 6 » A
PR n=3 TDo2-01 \ \ ‘ :
TD02-02 e SRy Biey e
< HADFEEE > TD02-03
s _ TD02-01
AR n=3 TD02-02 RS ey e e
(HPLC) TD02-03
e TD02-01 12~15 12~17 14~17 10~15
Hﬂ%"i?@(ﬁ;ﬂi—ls TD02-02 12~15 11~15 11~15 12~16
TD02-03 12~15 12~17 13~19 11~16
FENE M (%) n=3 TD02-01 4.6~6.0 £.0~4.9 3.7~6.4 4.8~5.3
(& B —ERRR) TD02-02 3.7~5.0 5.8~17.8 3.0~17.2 3.9~6.2
<15%LLF > TD02-03 5.4~6.8 4.9~5.4 3.8~5.9 3.5~5.5
D 23.0~315 | 23.1~27.1 24.2~29.6 23.3~27.1
TD02-01 | @ 49.7~60.6 | 45.1~54.1 49.2~56.7 46.8~52.7
e o _ @ 84.8~95.7 | 79.8~89.6 82.1~95.7 79.8~88.9
:?Dm?)gz(/"i%za;i @D 25.6~32.9 | 25.4~29.3 23.8~29.4 23.0~29.0
S ®60 % 35655 TD02-02 | @ 49.3~56.1 | 47.2~54.8 46.9~53.8 43.7~53.0
<240 4. TE%LLE S @ 84.3~89.1 | 83.7~90.3 82.2~89.0 76.3~88.4
’ D 23.2~31.3 | 23.7~281 21.9~28.7 22.7~281
TD02-03 | @ 48.3~58.3 | 47.7~55.6 46.9~55.6 47.4~55.4
@ 83.4~93.1 | 82.3~92.4 80.6~89.7 80.7~91.3
28 ) * o3 TD02-01 | 97.6~101.1 | 98.6~101.7 | 99.2~102.1 | 97.0~100.5
050~ 1050~ TD02-02 | 99.4~101.7 | 98.7~103.0 | 992~ 99.8 | 96.6~102.5
TD02-03 | 97.5~102.3 | 98.6~101.8 | 101.2~101.9 | 97.8~101.1

Ko RREICTTOEAE (%)




(2) HwEEOREESR

OHX LA v GG 720 0.1mg INIG)  HEadk

40°C (L, A4

ABRIEH

DRAFHIH

<Bikg >

LD

34 H

PEIR
<ERIL SO TVEEAREN, A
REWH, WAV AGE~HEBEOROD

FE T <O TWVEEAREN, HAAE
AEREN, WA AE~EA

HE T <O TWEEAAREN, HAAE
AEREH, WAWSAE~EA

s X | s X |
> EORLD T 7 ILF DR D 1 7 LK
<1204y, 20~50%> 36~43 35~44
(Z*(fu/j)@ <3 HFRE], 30~60%> 47~56 45~55
’ <10 WA, 75%LA E > 91~95 87~93
BAEE (%) 100 103

OHF hAxny AR 7L 0.1megINIG)  MA1%E 25°C - 75%RH [EY:, Bk
R IE F A
<Hirg > ek 3 7 H
TS

<EB IO TVHEREN, REBAE
REW, WEHD?AC~BEEAGORLO N

FB L O TVEEAREN, IR
AEREN, WAEWSAE~EA

FB L O TVEEAREN, IR
AEREN, WAEWSAE~EA

L > BORLD T 7 VA ORI 7 LK
v <120 47, 20~50%> 36~43 35~43
ﬁ(%) <3 R, 30~60%> 47~56 46~54

<10 W], 75%LL 1> 91~95 86~90

AR (%) 100 103

O sAT Y REMES 720 0.1mgINIG)  Ea%E  25°C - ok [REAHR]
BRI H HaMg I Bt
< Hith> B Al 60 /5 Lx - hr
PEIR

<ERIL SO TVEEAREN, RAA G
REW, WA AGE~HEBEORON

FE <O TVHEEAREN, HAAE
HEARER, WAV A E~HeE A

HE <O TWEEAREN, HAAE
HEARER, WAV A E~HeE A

S LA > FBORLD T 7 ILF DR D F1 7 LK
_—_— <1204y, 20~50% > 36~43 38~42
ﬁ(ly) <3 HEM, 30~60%> 47~56 52~56
? <10 W§RE, 75%LL > 91~95 91~93
BAFE (%) 100 102




OH A v U GERE T 72 0.2mgINIG)  MEadd

40°C (ML, XA

ABRIEH
<Bikg >

DRAFHIH

LD

34 H

PEIR
<EIIL O TVIREAREN, IRAA G
REWH, WAV AGE~HEBEOROD

< O TWREAEN, HRAE
AEREN, WA AE~EA

FE T <O TVWIREARENR, HAAE
AEREH, WAWSAE~EA

S LA > EORLD T 7 ILF DR D 1 7 LK
—_— <1204y, 15~45%LL > 33~41 34~39
ﬁ(%) <4 W, 35~65%LL | > 54~62 54~60
<10 W5, 75%LA > 86~90 88~93
BAEE (%) 100 101

O LAy RN 721 0.2mg INIG)  #EadE  25°C - 75%RH [, B k]
EY v RAF IR
<Hirg > BRAf IR 3 7 H
PRk

<EB IO TWREREN, RESAE
REW, WEHD?AC~BEEAGORLO N

T ST WIREAREY, IREAES
AEREN, WAEWSAE~EA

FHH L ST WIREREY, MREAES
AEREN, WAEWSAE~EA

> DORLD 1 7R ILF| BORLD T TR IVH|
i <120 47, 15~45%LL E> 33~41 34~39
'&(0/) <4 W[, 35~65%LL > 54~62 53~57
’ <10 B[], 75%LL > 86~90 86~90
A (%) 100 100

OH b An v U GEERE ) 721 0.2mgINIG)  MEadd

25°C - I [RmAA)

ARERIEH TR B
<Bikg > LD 60 J7 Lx - hr
PER

<EIIL O TVIREAREN, IRAA G
REW, WA AGE~HEBEORON

< O TWREAEN, HRAE
HEARER, WAV A E~HeE A

FE T <O TVIREARENR, HRAE
HEARER, WAV A E~HeE A

S LA > FBORLD T 7 ILF DR D F1 7 LK
— <1204y, 15~45%LL k> 33~41 30~36
ﬁ(ly) <4 B5[E, 35~65%LL > 54~62 51~60
? <10 W§RE, 75%LL > 86~90 85~88
BAFE (%) 100 100




SR EHEHI - 2009/1/5~2010/8/3

OF KA Ty YR OD $E 0.1mgNIG) 4]

60°C [, Bk

HERTE H 7w k PRAT- AR
<HUE > &5 BH ARG 1% A 2 % A 3% H
HER n=10 TDO1-01| HEokE | mEoXk | Aok | Aok
< HBDOFEEE>
BREE ()  n=6
~ 60 FhLL > TDO01-01 10~12 18~17 15~19 10~12
AR 1] (pH1.2) o o
_ <190 4y, 25%LLF > TDO1-01| 12.8~15.6 17.8~19.8
“4'(0/) VAIERERE 2 1 (pH6.8)
_°6 < 304y, 10~40% > mooror| 312340 26.2~29.1 22.5~28.2 27.4~29.7
n= < 6074y, 35~65%> 55.6~58.2 51.3~57.7 49.2~53.4 51.0~54.7
<240 4%, T5%Lh > 87.0~94.7 84.6~95.6 81.5~89.9 87.0~89.8
a8 (%) * n=3
95,0~ 105.0% > TDO1-01| 99.5~100.5 | 100.2~102.2 | 100.0~101.5 98.8~99.3
(&) #E (N) n=10 TD01-01 40.5 40.3 35.2 34.9
X BHTREIIKHTLIEAE (%)
AERHRE H - 2011/6/1
OF hAv v R OD §E 0.1mgINIG)  #Ea%E 25°C - 75%RH [EY:, Bk
HERTE H 7w k PRATF- AR
<HifE> & B A 2 43 8 i 12 38
RN H 0 [EFEN) [EFEN) =)
DFbE o . . .
< HaoFEHE> 027003 | HEORIE | ppne g S g
RS 1 (pH1.2)
- <1204, 25%LLT > 027003 | 17.7~9.4 6.3~17.0 5.8~7.2 5.9~8.4 4.5~6.5
’9(0/) VAR 2 1 (pH6.8)
_"6 < 3074y, 10~40%> 027003 | 174193 | 17.7~19.6 | 16.8~18.2 | 16.9~21.9 | 16.2~17.9
n= < 6074y, 35~65%> 49.2~55.4 | 47.1~52.3 | 46.2~49.9 | 49.9~54.0 | 46.3~49.5
<240 4y, T5%Lh b > 98.4~101.8 | 85.9~95.3 | 84.1~94.2 | 89.4~96.4 | 84.2~89.2
LB (o *1 —
o (%) n=3 100.9~
= 95.0~105.0% > 027003 | 99.0~102.0 | 99.2~102.9 | 99.3~100.7 | 99.0~101.8 15
(&) WE (N) n=10 027003 50.5 8.4 7.5 7.7 6.4

X1 ForRICH T B AR (%)

¥4 RO, ~ZHBRGNTE

¥2: P LIHEHLTND

10

¥3 AN LRITTOBEERINZ N




SR EHEHI - 2009/1/5~2010/8/3

O& hAn v R OD 88 0.1mg INIG ) #E4a1%E

Bt [H0OekT (% 1000Lx) , BH ]

=X ERTE o k S s
<Ktk > &5 BHAG I 60 77 Lx-hr 120 & Lx-hr
Mk n=10
- Dk e 4
<HBOEEE>S TD01-01 ERERRE SRR =RENE
R () n=6
<60 T LN > TD01-01 10~12 7~10 9~15
EHABRE 1] (pH1.2)
_— <120 4, 25%LLT > TD01-01 12.8~15.6 14.4~14.9
“4'(0/) VAIERERE 2 1 (pH6.8)
_°6 < 304y, 10~40%> TDO1-01 31.2~34.0 33.7~34.5 30.0~33.5
n= < 604y, 35~65%> 55.6~58.2 58.0~60.4 52.0~57.9
<240 %y, T5%LL > 87.0~94.7 89.7~95.4 88.9~96.2
a8 (%) * n=3
< 95.0~105.0% > TD01-01 99.5~100.5 101.0~102.1 99.4~101.4
(&) #E (N) n=10 TD01-01 40.5 36.4 35.8
¥ FRREICHTAERR (%)
OB Lz m YR OD 8 0.2mg NIG) A% 60°C LG, B
XERTE EEVN PRAF IR
< Hikg > Giae BH it 1A 2 % H 34 A
PR n=10 TD02-03| Hfo®E | HEoxk | Aok | AGos
< BDOFEEE> R ER e %=
mEEE () n=6
<60 THLLN > TD02-03 13~15 16~19 16~25 12~16
EHARRE 1% (pH1.2)
. <120 43, 25%LLF > TD02-03| 11.2~11.8 10 4~16.2
ﬁ(o/) VAIERERE 2 1 (pH6.8)
_"6 < 304y, 10~40%> TD02-03 25.9~29.4 21.8~24.3 24.7~217.8 21.8~26.1
n= < 604y, 35~65%> 51.4~58.0 47.9~50.5 48.5~55.2 46.0~63.4
<3004y, T7T%LLL> 85.1~91.4%2 | 82.1~85.6%2 | 83.7~90.1%2 | 78.2~94.0%2
=) ¥1 —
a8 (%) n=3
<95.0~105.0% > TD02-03| 97.5~102.3 98.2~100.7 97.6~98.5 96.7~97.4
(&) #WE (N) n=10 TD02-03 47.4 42.2 41.5 38.8

X1 ForRICH T bR (%)

32 1 240 4y

11




HAEREAEH - 2011/6/1

O& hAn v R OD 88 0.2mg (NIG)  #E4a1%E

25°C « 7T5%RH [I&6, BA#]

ARERIE H SRV 1RAFHAR
<HifE> & B A 2 43 8 12 38
PR 419001 =REN) =REN) =FziN7) =FziN7) =REN)
<HBDOFEEE> e T2 FpHs FpHd S
RHRERY 17 (pH1.2)
_— <120 %5, 25%LLT > 419001 | 7.6~8.8 5.6~17.4 6.5~8.2 6.4~17.3 4.9~6.0
“’:“'(0/) ViltiABRE 2 1 (pH6.8)
n_"G < 304y, 10~40%> 419001 13.8~16.9 | 15.8~18.2 | 14.3~15.1 | 14.3~16.3 | 15.8~17.7
- < 60747, 35~65%> 38.7~44.8 | 42.9~47.9 | 40.5~43.0 | 39.1~46.7 | 42.0~46.7
<300 4y, TT%LL > 83.8~90.2 | 84.7~90.4 | 82.2~86.8 | 82.5~96.8 | 81.4~89.3
&R (%) ' n=3
2 95.0~105.0% > 419001 | 98.1~102.0 | 98.7~102.2 | 96.4~100.3 | 97.8~99.9 | 98.2~99.4
(&) #E (N) n=10 419001 70.4 12.0 10.4 13.4 10.3

X1 ForRICH T B AR (%)

¥4 RO, ~ZHBRGNTE

¥2: P LIHEHLTND

AR I I - 2009/1/5~2010/8/3

OB AT YRR OD 8 0.2mgINIG) A4

¥3 AN LRITTOBEERINZ N

BRt [dOEsT (% 1000Lx) , B

=HERIE =N FRNg S A
<Ktk > & BHAG I 60 /7 Lx-hr 120 & Lx-hr
FElk n=10 ] e N o
< [tan > TD02-03 H D HEEE DL AV T
M () n=6
<60 FLIA > TD02-03 13~15 9~15 10~13
EHARRE 1% (pH1.2)
N <120 43, 25%LLF > TD02-03 11.2~11.8 10.0~13.1
ﬁ(o/) VB 2 W (pH6.8)
n_°6 < 304y, 10~40%> TD02-03 25.9~29.4 27.2~28.9 23.6~27.1
- < 6074y, 35~65%> 51.4~58.0 50.0~53.6 45.8~51.5
<300 4%, T7%LL > 85.1~91.4%2 82.2~92.8%2 81.3~84. 92
=) ¥1 —
a8 (%) n=3
< 95.0~105.0% > TD02-03 97.5~102.3 98.9~99.3 99.9~103.0
(&) #WE (N) n=10 TD02-03 474 45.1 46.4

X1 For IR T B AR (%)

2 1 240 4y

5. MMERUVAREROREM

Y L

6. fhFl L DESEL (MEIEFHEIL)

FARBAYA

12




7. BHH
(1) BHH®
Z LAY AR T 720 0.1mg INIG) K OVF A A v v ERRE T 770 0.2mg INIG
ORI, BARIERFIMNEZ SRS 3 HICED S HMBICHES LTV D 2 E D3RS
T3,
(FRERRICEEHERBRE 2 W 900mL # VY, /S RAMEICEY, 50rpm CTREZITH. )

TR RS
FN HLE R TEHE (%)
120 %> 20~50%
0.1mg 3 M 30~60%
10 I3 75%24
120 4y 15~45%
0.2mg 4 RS 35~65%
10 B 75%84

(2) BHHER
<K hAn v g 720 0.1mg INIG ) >
B EIRGS O EMZREMERBR T A4 KT 4 O SEIZ W T (CFk 1845 A 31
H EHFEF 786 5)

B S
PEE  BARKRG WHRBRE S MWk
(PR N ONRABRIE © 50rpm (pH1.2, pH4.0, pH6.8, 7K)

CHIE]

- pH1.2 (50rpm) TiE, HEAERIFIA 120 /2B 2 R HRD 1/2 OEHEHEREZ R
T Y AR AR Y 120 4313 T, AR OO SR HH R A HE R 0D SPERA Y HH 3R 4 9% D i
FHizdH -7,

- pH4.0 (50rpm) TIE, FEAERIFIAS 1440 731281 2 FHE TR D 1/2 O FEZ R
T Y 2R RS Y 1440 ISR T, ARG O AV RIS YERLA O YA R £ 12% 0
FFHIZH o7,

- pH6.8 (50rpm) TIE, FEVERAIONLTEHZEEN 30%, 50%, 80%fFiUrd 3 KERIZi0
T, A O SEEUE HR I IAEE LA O S E R £ 15% OFFHIC H o 7o,

« 7K (50rpm) TliE, FEAERIKIAN 1440 /3BT 5 FHAEH RO 1/2 O R R %2 R~
W 7RIRE R DY 1440 5312368 T, A O S5 A H =R AT YR 0 225 HH 2R 4= 12% D i BH
o7,

Pk, AR O%s H2E8E) 2 B ERE & el L7251, 2 ToRBRIRICB VT MEREKLO
AW ERRI SRR T A BT A > ) OHIEIEEEE LTz,

13



(7 il AR

BHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
100+ 100 | e s Lz RS TH)L0.1mg
80 80 INIG ]
- & —1ZHEHE (HTE/LE], 0.1mg)
60 —e— F LAY UIEEIEH T+)L0.1mg 60 r
40 o INIG] 40 -
-~ = (ZHEHHK (HhTE)LF, 0.1mg)
20 20 -
0 m Lc A 6 0 1 I | | |
0 30 60 120 0 240 480 720 960 1200 1440
B (4) B (4)
BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 100+ _e— s LROLUERED T£IL0.1mg
80 80 |- INIGJ
- &~ —RERF (HTELE, 01mg) _ - A
60 |- ~ 60 - ==
40 e LD RSN TR 40
20 0.1mg TNIG] 20
- o = {ZHEHHF (HTEILF] 0.1mg)
0 LYf | | | | 0 | | | |
0 120 360 480 0 240 480 960 1200 1440

240 720
FefE (53) Fefll (9)

<K LAw Y MR T 72V 0.2mg INIG) >
BIREIRSL O EMZLFRSEMERBR AT A R T4 VDO~ EIZ >V T CEk 1345 A 31
H EIFEHRE 786 7)

AR AT
EE - AAKRY WHEBRE N L
[al#sEL % OFRBANTE © 50rpm (pH1.2, pH4.0, pH6.8, 7K)

CHIE]

- pH1.2 (50rpm) TiE, HEAERIFIA 120 /2B 2 R HRD 1/2 OFEHEHREZ2 R
T Y 7R IR R TN 120 31238V T, AR OO SRAV SR R T R 0 SR HE R £ 9% D
FHIZH - 72,

- pH4.0 (50rpm) TIiX, FEAERIFIA 1440 5712 81TF 2 FHE RO 1/2 O FEZ R
T3 X AR IR R TN 1440 SR 38 T, AR O YA H SR T A O S R £ 12% D
FAIZH -T2,

- pH6.8 (50rpm) TIE, FEAERIFIOSFEEEHIEED 30%, 50%, 80%fHiT?d 8 REIZis W
T, AR O T H SR IR HERLA O SRV R = 15% O FaHIZ & o 72,

- K (50rpm) TiE, f2BEHOMEIX 46 L ETH ST,

LIk, A Ows iz 2 AR AN & e L72#E2R, 2 ToRBRIRICB VDT MERERKLO
AW ERIRIEMERBR T A T A ] OFEIEEIES L,

14



(¥ H il R)

BHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
100 | 100 F
80 —e— % L 20 EEED TH7)L0.2mg TNIG] g0 | —e— 2 LIA0YUEEIET T2)L02mg [NIG)
50 - & = EERF (D FILEL 02mg) 50 - o = ZEHEF D I7EILEL 02mg)
40 L 40
20 | 20
0 O—N—N—L N ] 0 . . . . .
0 30 60 90 120 0 240 480 720 960 1200 1440
BERE () BEfE] (430
BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 | 100 F
80 I g0 L —e—=®LA0vEEEN T17).02mg TNIG)
0 | 60 L~ - ZERF (D7JLEL 02mg) _A
40 =e— % L0 /IEEMES F17)L0.2mg 40
50 TNIG] 20 L
- & = {ZERF (O 7EILEL 0.2mg)
0 L'_ 1 1 1 1 0 1 1 1 1 1 1
0 120 240 360 480 0 240 480 720 960 1200 1440

bfe] (53] bFfE] (530

15



<K AhAn v oS OD #E 0.1mg NIG) >
BISEIRSDEMFHIRIEMERER T A K7 A L EO—EIEIZOWT (Fpk 184F 11 H 24 H
HRAHAIEE 1124004 =)

B S
i a2k i
(rpm)
S8R LR 50 pH 1.2, pH 3.0, pH 7.5, /&
pH75 /KU Y L_— 1k 80 1.0(w/v)%FRMM
100 pH 7.5
200 pH 7.5
BN 100 pH 7.5
200 pH 7.5

X AARHDTT T HAERE

[ ]

- pH1.2 (50rpm) Ti, FEAERIFIA 120 22 B1T 5 FHEHERD 1/2 OB R 2 Rd
Y 72 R R O 120 Z32 38T, ARG DA H 3 AT HE R 0D S P4 [ 28 = 9% 0D i ]
Wz o7,

- pH3.0 (50rpm) T, FEAERIFIN 1440 /3B 2 EHEHZED 1/2 OFEHEHEEZ R
T Y 72 R R TN 1440 S3I28\W T, ARG O S H SR TR E LA O PR =R £ 12% D
FFHICH -T2,

- pH7.5 (50rpm) T, FEERFIOYEE TN 30%, 50%, 80%[ U DI RIZHWT,
AR it O P BAT % SR VAR Y R 00 SERA) P HH R £ 15% DR IZ 8 - 72,

- K (50rpm) Ti¥, f2BOEIZE3 L ETHST,

- pH7.5 (50rpm, 7RV Y /X— k80 1.0%IRNN) TiL, 2RI OfEIZ420L ETH T,

- pH7.5 (100rpm) T, EEERAIOFEEHFE)80%, 50%, 80%(Fir DEREAIZIBNT,
AR O SR SR AR HE R O PR 3R £ 15% DFFRAIC B - 7o,

- pH7.5 (200rpm) TiE, IEERFIOVHEEHERD30%, 50%, 80% T DIFRIZIVT,
AR it O AT HH SR VAR YE B 00 SR R £ 15% DR IZ B> - 72,

- pH7.5 (100rpm, [EfE/ SR NE) TlE, FEERFONVEEEHED30%, 50%, 80%ff
I DIRFRIZIBUNT, A b D2 2 TAFE HE R 00 P55 HH 2R = 15% D FPH I 8 - 72,

- pH7.5 (200rpm, [E[HE/SR /7y RE) Tk, HEAERIFIO SRR HEFEN30%, 50%, 80%ft
DR FRUTINT, A O EJEE HH 3R AR HERUF O SR 38 £ 15% D#iPHIC B - 72,

DUE, AR OVEHZEE) 2 B A & Lol LR, 2T ORBRIEIC BT [ REER 0
PRSI A KT 4 v ) OHERIEEA L,

16



(¥ H il R)

BHE (0 pH1.2 (05 FIl3E  S0rpmy BWHEE (W pH3.0 O35 FIL3E  50rpmy
100 F e g 4 202 EEE 0D 0.1mg T NIG) 100 F e g 4 RO HEEE ODEE 0.1mg [ NIG)
80 = - —8EHESE (ODSE. 0.1mg 50 b = o —iEHEEIF| (ODEE. 0.1mg)
G
60 | 80 -
40 | 40
20 ™ 20
0 — -_ . - 0 i i
0 30 50 0 120 0 240 480 720 960 1200 1440
BERE (49 BERE (49
BHE (0 pH7.5 (05 FIL3E  50rpmy BHE (W A (8 FliE S0rpmy
1on 100 i3 20 3 R ERHE QDR 0.1mg [ NIG)
20 80 F = — S HESIF (ODSE. |:|.1ITIQ)
80 80
—— 7 L A0 R 005
40 0.1mg T HIG] 40 i
2 — = —@RwF (0DF. 0Imy | 20 -l BT T
|:| i i i i |:| i i i i i i
0 &0 120 180 240 0 240 480 720 960 1200 1440
BERE (49 BERE (49
BWE (w0 pHTS O FILiE S0rpmy BHE (W pH7.5 (15 FIliE  100rpmy
100 AUl — 80 1.0%3E0 e
g0 a0
&0 il . 2a s HE R
- Aa—npznvummmonR |, et L R R e
o 0.1mg I MIG) 0.1mg [ MIG]
20 - — & —EHET (0D, 0img || 20 — - — By (0D, 0.1mg
|:| i i i i |:| h i i i i
0 45 80 135 180 0 &0 120 180 240
BERE (49 BERE (49
BHE (0 pH7.5 (15 FIliE 200rpmy BWWE (%0 pHT.5 ([OlEZ) 5247 - i 100rpm)
100 | 100 |
a0 | a0 |
80 60 | =
—_— L 3O SRR DS —— ] g 20 3 R B ODSE
40 0.1mg T NIG] 40 0.1mg T NIGI
20 - o —SHEEF (0D&. 0mg || 20 = = —FHEEE (O0F. 0.1mg)
|:| h i i i |:| h i i i
0 45 80 135 180 0 &0 120 180 240
BERE (49 BERE (49
BWE (%0 pHTS (Ol 247 HiE 200rpm)
100 |}
a0 A= —- -ty
i =
&0
- — 7 L ROV EEE ODSE
0.1mg [ WG]
20 - o —{EHEE (0D, 0.1mg
|:| h i i i
0 &0 120 180 240
BERE (49
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<K hAn v oS OD #E 0.2mg (NIG) >
BISEIRS D EMFHIRIEMERER T A K7 A EO—EIEIZOWT (Fpk 184F 11 H 24 H
HRAHAIEE 1124004 =)

B S
i a2k i
(rpm)
S8R LR 50 pH 1.2, pH 3.0, pH 7.5, /&
pH75 /KU Y L_— 1k 80 1.0(w/v)%FRMM
100 pH 7.5
200 pH 7.5
BN 100 pH 7.5
200 pH 7.5

X AARHDTT T HAERE

CHIE]

- pH1.2 (50rpm) Ti, FEAERIFIA 120 22 B1T 5 FHEHERD 1/2 OB R 2 Rd
Y 72 R R O 120 Z32 38T, ARG DA H 3 AT HE R 0D S P4 [ 28 = 9% 0D i ]
Wz o7,

- pH3.0 (50rpm) T, FEAERIFIN 1440 /3B 2 EHEHZED 1/2 OFEHEHEEZ R
T Y 72 R R TN 1440 S3I28\W T, ARG O S H SR TR E LA O PR =R £ 12% D
FFHICH -T2,

- pH7.5 (50rpm) T, FEERFIOYEE TN 30%, 50%, 80%[ U DI RIZHWT,
AR it O P BAT % SR VAR Y R 00 SERA) P HH R £ 15% DR IZ 8 - 72,

- 7K (50rpm) TiE, f2 % OMEIZ 3 ETH-T,

- pH7.5 (50rpm, &V Y /L_— 80 1.0%¥MN) T, FEAERIF| O EHEH R A330%, 50%,
80% I DIRFFIZ N T, AT O SR H 3R I A AE LA D P 3R = 15% O FFHIZ & -
77

- pH7.5 (100rpm) TiX, FEAERIFIOIFEEEEHZEDN30%, 50%, 80% i DK RIZIHBVT,
AR it O SERE VS SR AR E R O SR R £ 15% O #IFHIC & o 72,

- pH7.5 (200rpm) TiX, FEAERIFIOFEHEEHZED30%, 50%, 80% i DK RIZIHBWT,
AR il O A1 H SR VA Y B 00 SRS R £ 15% O FAFR IS 8 o 72,

- pH7.5 (100rpm, [Rl#H5/NZ 7> ME) Tik, HEHERFIOEEHEER30%, 50%, 80%fF
DR FRUTIBNT, A O SE)EE HH 3R IR HERUF O SR 38 £ 15% D#iPHIC B - 72,

- pH7.5 (200rpm, [RlHE/NR /4w Rik) TiE, EEAERLFIO LR HEDI830%, 50%, 80%fF
I DORERUZIBUNT, AL OB =R T HE RG] O SR =R+ 15% DHiHIZ B - 72,

VIR, AEh DR HZE) 2 R & Bl U2/ R, 2 ToORBRIKRICI W T TERREIERGLO
AWFRIRIEMERABR T A KT A ) OFEFEEITES LT,
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(¥ H il R)

BHE (0 pH1.2 (05 FIL3E  S0rpmy BWHEE (W pH3.0 O35 FIL3E  50rpmy
100 F ey 4, 20 8RS ODSE 0.2mg [ NIGH 100§ —e—3 4 A0 EEEODSE 0.2mg [ NIG
g0 | = = —iEHESE (ODEE. 0.2mg 80 = = —RHERF| (ODFE. 0.2mg)
60 | 60
40 | 40
20 20
0 ﬂ——ﬂ—-ﬂﬂﬂ"""‘"’ﬁ'ﬂ-ﬂﬂ (I = ) . ' ) . .
0 30 60 80 120 0 240 480 720 960 1200 1440
B () B ()
BHE (0 pH7.5 (05 FIL3E  50rpmy BHE (W A8 FliE S0rpmy
L 100 | a9 4 RO HEERIE ODSE 0.2mg [ NIG)
an | a0 | = = —#E¥E®E (008, 02mg
60 60
—a @ L R0V iEENE ODSE
o 0.2mg [ NIGI o
20 — o —{EHERF (002, 0.2mg 20
|:| h i i i i i |:| i i i i i i
0 60 120 180 240 300 0 240 480 720 960 1200 1440
B () B (50
BWE (%0 pHTS 0% FILiE  S0rpm) BHE (W pH7.5 (15 FIliE  100rpmy
100 A L— 80 1.0%EE00 100
an | 380 T
&0 = g0 f
- a2 L A0 EEE ODE i —_— L RO R OO
- 0.2mg I NIGI 0.2mg T NIGI
20 — = =@ W (ODF. 02mg 20 - = — @R (ODE. 0.2mg
|:| h i i i i |:| h i i i i
0 45 80 135 180 0 60 120 180 240
B (50 B (50
BHE (0 pH7.5 (15 FIliE 200rpmy BWWE (%0 pHT.5 ([OlEZ) 5247 - i 100rpm)
100 |} 100 |
an | _ﬂ____ﬁ__.,-ﬂ 380
60 N 60
i — 7 L A0 R 0D s —e— 2 L A0V IEENE ODSE
0.2mg [ HIG] 0.2mg [ HIG]
20 — = —iEREy (008, 02mg) 20 -« —{EHEE (008, 0.2mg
|:| h i i i i |:| h i i i
0 60 120 180 240 0 60 120 180 240
B (50 B (50
BWE (%0 pHTS (Ol 247 HiE 200rpm)
100 |}
gn | — =t
60 | -
— 7 L, A0 R 0D
40 0.2mg T NIG]
20 -« —@EEH (008, 0.2mg
D h i i i i
0 60 120 180 240
B (50
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8. EMEMRERE
MEERR L
9. HEIPDOERES OHERHERE
<AHh7TE'NL>
(1) BSOS
AR DKIBRNZ T A F o TG EINZ D & &, RROOILEEAT 5,
(2) @iKk7a~ 797 4—
ABHATE K OEHEYRIR D X DA TS D E— 7 DRILALY Ui, F—HEDE ZAIC
[FIER D IREE ORI % 78D 5,
<OD #&>
(1) K7 o~ 777 4—
TE L TR T RUBHAR M OMEYEVRIR D 2 A A T L v D B — 7 OLRFEFRIIE—87 %, £z,
TREFRFH DO —FH L 72N TN DO B — 7 DEINRINA T MV E T 5 & &, [l D A~
7 MVIERI—EED & 2 AIZFREROBE DRI EZ B 5,
10. HFPOFEIHSTDEEE
<AHh7TE'NL>
WwKk7 v~ 7o 74—
FRHER © SRR EEET
BEM - i FEmR, 7% b=V IVRK
<OD #E>
wBhRsa~ 777 40—
s « AN ER X T hEAA—RT LA
BEhHE IR, KBk MY oA, K, T M= FUVEK
11. A
B LR
12. BRAT HAIREMED H LMY
HEERR L
13. FBRMNLELESF - HEIEREEFICET S51HR
ML
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14. =0tk
BEfRFSABICE T HE TMAERER

(1) LR VIEEEIE 0D &2 0. Tmg TNIG)
& KAy RN OD 88 0.1mg INIG | 122\ T, HBER ) s~ DRI O 728
(2P R RRER 2 520 L 7=,
AEBRARE R 2011/1/14

1) AR
4 HEVEER 73 el 260PROUD (51 L1 8ERT)

2) S
B 7e 4 Lot No. RIS
2 I Z a3 RN OD §E 027003 BHAARE s S EU L7- B %
0.1lmg NIG] DG 4w : MEAEE D 25°C-75%RH (Bifk), 4 W{%AF
3) A RS O eI
B P 7 C
AR (mg) (mm) (mm) (N)
BH AR 122.0 7.05 3.37 48.0
g Aw 128.4 7.42 3.96 5.7

4) ek
Of LB - WAy FEFREL, 1EOSEKRDS FEOSEE% 308, HET 5,
@Bty MIEZ R FE - NI BEI L, 1 D2tk 5 DNt a4 30 ¢, 21T %,
Ay MIERIO—0dH v DA

Ay MIE

bz 5 o ) bz ) o 1 )
= Yy 1 SEa /ol 5 HEed ik gl

e B PN i 30 @ (=30 £8) 30 @ (=150 %8)

% FB Fhtiy 30 @ (=30 £8) 30 @ (=150 %8)

5) Flrv - RiTOYIWrEETE

En : 30%E < BKRIBLTODI|AE [Hhy & HWrd 5,

] : Tl £ CORBITMND, BRTHR L TREL TV bR D b Dl TR
CHWTT D, TR ITREIZE T TREWKIT) & UNSWRITF 12501 5,
[(REWKRIT ] Rl 2mm DL EDOKRIE, —H THON D KIS,
SR ) - RElE 2mm RGO KB, EEREBIET D LR x DRI,
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6) B R

— bR
BAERE | hE v b BRI Ep VT FNRVE:
LB ) 0 5%/ 30 i 0 5/ 30 i 0 5%/ 30 i
s 5 B/ 0 58/150 i 0 58/150 & 0 /150 i
: R 1 6/ 0 i/ 30 §i 0 i/ 30 §i 0 i/ 30 §i
= 5 b/ 0 §2/150 5 0 §2/150 & 0 §2/150 &
L 1 88/ 0 5%/ 30 && 0 5%/ 30 5 2 5%/ 30 &
. 4w 5 b/ 0 5/150 & 0 58/150 & 1 $2/150 &
. 1 88/ 0 5%/ 30 && 0 5/ 30 i 0 5%/ 30 &&
5 b/ 0 5/150 & 0 58/150 & 2 5#/150 i
X1 B sERl O, X2 0 RITF T8RO
7) R E
PRAFSAE it G AR
BE A EED 1 fiﬁj\@&o 5HE5el, FEED 18RS SEREIZBNT, F
I, RIFITFERDOEN 2o T,
I 4w LB 182558 K% N5 885074, T%OD 5 SE BV T, /NS WRIT AR
O LI, KREWKRE, EIUIRO Lo T,

(2) 2LRASIEERIE OD & 0. 2mg TNIG)
& 1A RN OD 88 0.2mg INIG] [2OWTC, HEMEAR 5 A~ DRISHET O 72 6
(2 P& N AR & Skt L 7=,
RERERA H - 2011/1/14

1) AR

4 HEhEER /3 ek 260PROUD (5511 BL/ERT)
2) A
AR5 Lot No. PRAFSAE
X b An L MR OD §E 419001 BHAGKF © 250 I L 7C A%
0.2mg NIG] I 4w : JEEEE 25°C-75%RH (BiAk), 4 BRAF
3) MK O EEAIME
B [ERES JE 7. Tl
PRtr etk (mg) (mm) (mm) (N)
B 4G IRE 162.9 7.53 3.78 65.4
e 4w 169.4 7.96 4.36 9.8

4) Sradiik
Ofc BB - Wil 2y PEREL, 18O OS EDSOE 300, 0ed b,
@Ft v MIEZ K FE - NAIZBEI L, 152058 &5 SEONEE4 30 4, a1 5,
J1y MILER X8z v OFERIEK

Bt MIE . .
b ) )
== A 1 gEeldt/ el 5 FEed it/ o)
B B PN i 30 2 (=30 £B) 30 @ (=150 %8)
B PR AN T 30 2 (=30 £B) 30 @ (=150 %8)
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5) v - KT OH| W ALY
E 30%3T < MK L TV BEAE Tl LW 5,
R3] (Bl ECOBREIIEOR, BRTHRB L TXREL TS bR b DIk TRIT]

EHIWTT D, TRIT) ITRREICEL T TREWKRIT] & UNSWRIT ) (200 5,
[REWKRIT ) : Bl 2mm L EOKRIE, —H Tbhbha XK,
UNSWRIT ) - EflfE 2mm KO K, FEEEIBIET DL LR 5K,
6) FRERAE R
— B AE B
it | e b ik B RiF*?
B REWKRIT INEVRIT
. 1 58/ 0 &/ 30 & 0 £/ 30 & 1 8%/ 30 &
s 5 b/ 0 §2/150 & 0 §2/150 & 0 §2/150 &
. 15/ 0 &/ 30 & 0 &2/ 30 & 0 &/ 30 &
= 5 §E/a 0 /150 i 0 58/150 & 0 58/150 i
e 1 5/ 0 &2/ 30 & 0 £/ 30 5 0 &/ 30 &
—— 5 b/l 0 §2/150 & 0 §2/150 & 0 §2/150 &
. 1 5/ 0 &/ 30 & 0 £/ 30 b 0 &/ 30 &
5 b/l 0 §2/150 & 0 §2/150 & 1 88/150 &
X1 BINERIOE, X2 RIFTEROEK
7) bR
TR S i LA
Bl J:F&@ 1 BEEIZRBNT, /INEWRITARBRD HLT=08, REWKRIT, Eli
R LR Do T2,
I 4w TF&OD 5 EEM BBV T, /INSWVWRITHRRD LA, KEWKRIT, %
TR LR Do T,
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V. ARICET HIEH
1. FEXIEHR
ATNERRIEAIE (2R 5 BEIR F
2. BERUVHEE
W, AT a2 v RS LT 02mg 2 1 H 1 RIBHICROEET 5,
R, A, EIRIC X0 E T S,
3. EREKRTE
(1) BET—421\v45—o
M EE R L
(2) EBERME
ZMEE R L
(3) ERPRFEIRRER
M EE R L
(4) BREBOHR
M EE R L
(5) BRI
1) BEALETHERGHER
M ERR L
2) HEEGEAER
M EE R L
3) REMRR
M ERR L
4) BE - REANHR
M ERR L
(6) AEIEER
1) SEAMERE - BEEARERE RHIERE) - REHRTREBKREER (TIRERERKHER)
M EE R L
2) RBEH L LTEEFEOHNERIEENE L -REBROBE
YL
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VI. ESEREICEY HRE
1. EEZHNICEEHSLEMNIKLEYEH
a1 - SR AGEENTRE
2. EBEER
(1) YEFERL - EFMAE
T RUT Y e EROBRIRAEREE, o A ERERICE T 525, JRIEEEH O
a 1AW & 2 RE SRR A 5L S < B R N EESGEE I S ERIR OISR S v %
(2) EHEEM1THHABRE
EEE R L
(3) EMREIREFRM - Friuhehd
EERR L
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VI. EMBIEICEET B
1. MEREOHS - Bk
(1) AREARELABE

LB L
(2) BEMPREDERRE

( TVI. 1. (3) EeKiBR CHER SN/ DOIESM)

(3) BRERHABRTHRESA=MARE"

<K hAn v g 720 0.1mg INIG ) >
BIEEH S DLW PRI FENERR T A R A U FO—FUIEIZ D>V T (CFak 18 4F 11 A 24

H  IEAFRAIRE 1124004 2)

S hAa Y AR T 720 0.1mg INIG) SAEHERAZ, 7o A4 — =Bz Zzne
27N (X Aa sy HEEE L LT 0.2mg) RS ISR R 0 &5 TR
BHER AL LR RREZAE L, Fon/EyEiE 7 21—~ (AUC,

Cmax) (22T 90%[FHE XL THEEHIENT 217 > 7o /5%, log (0.80) ~log (1.25) D
FHNTH Y, WA O LY FHIFRFEMEDS R S v,

Oy &4 5- OR‘EES
10 10
8t ’I‘\l © : 9 LADYV/IERIENTLIL0.Img [N | G 8l o ! 9 AROYVEMIENTEIL0.1mg [N | G)
£ 43 SIS NSl 2 2 T4+ B, n=20
@6t ."I d}I E‘J 6
B,/ 1 5 y
{ ( e
ﬁH- ! % & &l —-’O)
) m 7 -
& I g ¥\
2t/ Y 2 X Ty
/ ; _
! Qe / o - O
— s e oS . . . L Ty
0 4 8 12 16 20 24 28 32 36 40 44 48 0 4 8 12 16 20 24 28 32 36 40 44 48

H5#ORE (hr)

[HREhe T A — 7 ]

S HOBRE (hr)

. HIENT A—H BENRTA—H
B b &
(mg) AUCt Cmax tmax tise
(ng-hr/mL) (ng/mL) (hr) (hr)
i 0.2 81.94 +17.74 8.49+1.35 4.9 £0.7 7.2+2.0
VAN Q=BG {3} #5-
71 7V 0.1mgINIG) | &%
5 0.2 61.87 +£19.28 4.77 £1.36 7.4 +0.7 8.1+2.0

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

MAEFIREEN N AUC, Cmax FD/3T A—Z1%, #ERHE OIR, (KR OBREEH - K
FEORRPMC L > TR D /RN H D,
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Mg (ng/mL)

<K DA w Y RIS 721 0.2mg INIG) >
YRR A BT A 55D

15 9% [ B L 0D A W 1 )
H AT 1124004 =)

—HRIEIZOWT (R 18 4F 11 A 24

S hAa v RS 720 0.2mg INIG) &EHEREIEZ, 7 a X4 — "—jEic Ly 2nz
N1h7vn (2o y MR & LT 0.2mg) RN S FICH /R &G IR
HEERE 0BG LTI AR BRI EE 2 HE L,

(22T 90% 1= HHIX AT 41
FNTH Y, WiH oL FRIE S

Cmax)

FonlKyERe 7 A —% (AUC,

CCHERHIENT 24T o 7455, log (0.80) ~log (1.25) D
I\iﬁ)ﬁﬁn éﬂf\_o

Ot 5 OR#%“EE
10 10
gl 0 I FLAROVVERBEATEIL02mg N1 G gL o 1 FLAAOVEBEATEIL0.2mg [N G
THLRERE. n=20 2 T+ HAEE, n=20
61 E
i l{;
i
g
2 /I g ,|
e .
0 1 B E——— DC L L L B —
0 12 ‘Ié 20 24 28 32 36 40 44 48 0 4 8 12 16 20 24 28 32 36 40 44 48
5% 0OEE (hr) WSS OIERE (hr)
[ ENRE R T A — X ]
= HIE/NT A—H BEINT A —H
Beh &
(mg) AUCt Cmax tmax tue
(ng-hr/mL) (ng/mL) (hr) (hr)
i 0.2 71.04 £26.61 6.92 £2.29 5.1 +0.8 7.8+2.4
VN = RNG 1.3 5
71 7V 0.2mgINIG) | &%
we 0.2 68.76 £16.41 5.24 £1.31 7.7+1.1 85+1.6

MAF RPN N AUC, Cmax

LEORBRFMC L > TRRDRELRH D,
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FEONT A =L, HERE OBRIR, KR OTRIREEL -

(Mean=*S.D., n=20)
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<k#HL>

(n
12

=

im0 -7

<K AhAn v oS OD #E 0.1mg (NIG) >
PRI IS O EWFENIRIEMABR T A KT A L HEO—HKIEIZ DWW T (CFERk 18 4F 11 A 24
H SEAEARE 1124004 =)

Z LAY R OD $E 0.1mg INIG) & ARHERUAIZ 7 o A4 — N—JEIC LY, ZhEh
28 (¥ hAo v R E L C0.2mg) A REFER A 5112 28R RIE 1 B 5 L Caf
REMKIREOHER ZRIE L, 5o EYEE T X —% (AUC, Cmax) IZOWTHEH
FRMT 2 AT o T2 A6, WAl MR RIS DS R S LTz,

g/ml.)

—o— ALY UREMEEODEED. lmg[N 1 G
--o- [ (ODEE, 0.1mg)
Mean+S5.D., n=20

8 12 16 20 24 28 32 36 40 44 48
K ] (hr)
ARELTHRAROMAERS A 20 EIEOHERS

[HEMEhRE T A — 4 ]

<Kk®HY >

(ng/mL)
10

0 4 8

—e— #L20L EMBIEODED. Img[N 1 G
--o- fEHEMA| (ODEE, 0.1mg)
Mean®S.D., n=20

12 16 20 24 28 32 36 40 44 48
B 1] (hr)
ATHRHBEOI s £ 200 i ORER

HENT A—H BEINT A —H
AUCt Cmax tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
AT RS &
K 4 VAR ODSE | 004109 | 9.79:2.95 49413 8.09+1.97
;ot 0.1mg/NIG]
L | EEHERLA
(OD #. 0.1mg) 101.16+32.34 | 8.30+2.35 4.8+1.2 8.20+1.77
A KA oY OD 88
?; 0.1mgNIG, 90.00+31.16 | 8.18+1.96 3.840.9 7.11+1.73
n | EEHERLA
(OD #., 0.1mg) 84.23+24.97 | 7.16+1.47 4.4+0.8 7.71+2.12

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

M4 PR LI NS AUC, Cmax FE0D/37 A —2 1%, #RA OEIR, REORIRAE - K]
FORBRRMC L > TRRD MR D D,
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<K LAw T U OD §E 0.2mg INIG) >
BREIRG DLW FHRIEERBRY A BT A L ZEO—EHIEIZ>WT (PR 18 4 11 A 24
H JEAFEARE 1124004 7)

Z LAY R OD $E 0.2mg INIG) & AFHERAZ 7 0o A4 — N—JEIC LY, ZhEih
188 (Fh2xm v U ifp b LT 0.2mg) A MRS T2 2R BARIRE 1 e G- L C i g
REMRREOHR ZWE L, 507K pEhiE 7 A —% (AUC, Cmax) (22 THEGE
FRMT ZAT o T2 4G5, WAl MR R DS el S iz,

<KHEL> <K#BHY >
(ng/ml.) (ng/ml.)
10 —e— 2AA0LVHLRIEODE0 2mg [N 1 G 12 r —e— FAZTLVREIEODEE0.2mg [N T G
-0~ [EHEYA] (0D, 0.2mg) I -0 {HEELA] (ODSE, 0.2mg)
fil. g Mean£8.D., n=20 10 Mean+S.D., n=20
h ~ h 8
£6 Y/ i
7 / 6 |
£, | £ |
f g |
i ! o
g2 L ) i, [
0 L I L I . I i ) L = 0 _ﬁi:hq.;:“;l'*“—‘r-—q—x‘
0 4 8 12 16 20 24 28 32 36 40 44 48 0 4 8 12 16 20 24 28 32 36 40 44 48
W 1 Chr) 0¥ 19 (hr)
AL TN A2 0L g ORER ACTHRFH Ol e f1 4 2 203 3 E D HEFE
(R ENRE N T A — 4 ]
HIE/NT A—H BEINTG A —K
AUCt Cmax tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
H AT o OD §
K i fie 89.77+19.39 8.46+1.63 4.0+1.1 7.40+1.58
;ot 0.2mg/NIG]
L | HEE R
13+25. ol%1. A4x1. .40%£2.
(OD %, 0.2mg) 85.73+25.61 7.51+1.65 4.4+1.0 8.40+2.10
X KA v v R OD §E
+
?g 0.2mg NIG. 97.58+28.02 8.89+2.35 1.2+1.1 7.46+1.75
n | EEHERLA
+ + + +
(OD %, 0.2mg) 93.06+24.99 7.85+2.13 4.6+£0.9 8.25+1.89

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

1A P REEIE NS AUC, Cmax 50D /37 A —21%, HRA OEIR, REORIREE - K]
FEORBRPMC K o TR D WL H D,
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(4) s
M EE R L
(5) BE - tAEOEE
( VIl 7. AR OHEZR)
(6) BEH (REaL—>3y) BRICKVHBALE-ENERNDEEEER
M ERR L
2. ¥EMEER/NTA—4
(1) BHAE
M EE R L
(2) BIPLEETEH
ZMEE R L
(8) IAAXFRASEYT 1Y
RFOEBRIC LY LLE T2,
(4) HEREEEH
M EE R L
(56) VU7 VR
M ERR L
(6) HMER
M EE R L
(7) MBPEAHKEEEY
MAE7Z AV BRERE 0 95% (EF K AIZ 0.1mg~0.6mg #% M 2 5-FF)
3. R
M ERR L
4. S
(1) Mik-KEFEa%E
M EE R L
(2) mi&k-RadERIrEE M
M ERR L
(3) At~
M ERR L
(4) HBE~DOBRITHE
M EE R L
(5) £~ DZITHE
M ERR L
5.
(1) KEBMELR T BHRER
M EE R L
(2) RBICEAET 5BEFR (CYP450 %) D4 FiE
M EE R L
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(3) PEEANRODERRVTDES
MEERR L

(4) REMOFEEDOERRULE
ZMEE R L

(5) FEERBMOEERI/NT A —4
M ERR L

6. Heftt

(1) HEitEREI R UHERS
MEERR L

(2) Pz
e 5% 30 Wi & CORZEIARD R PEMERIT 18% (R AR AIZ 0.1mg~0.6mg #% 1 £ 5-F)

(3) HEithERE
BRI L

7. FSIVRR—E—ICET SR
BRI L

8. BHEICLIKRERE
M ERR L
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W7es FLOMAX- tamsulosin hydrochloride capsule
FIE - Bt | 0.4mg

INDICATIONS AND USAGE

FLOMAX (tamsulosin hydrochloride, USP) capsules are indicated for the treatment of the signs and
symptoms of benign prostatic hyperplasia (BPH) FLOMAX capsules are not indicated for the
treatment of hypertension.

DOSAGE AND ADMINISTRATION

FLOMAX capsules 0.4 mg once daily is recommended as the dose for the treatment of the signs and
symptoms of BPH. It should be administered approximately one-half hour following the same meal
each day. FLOMAX capsules should not be crushed, chewed or opened.

For those patients who fail to respond to the 0.4 mg dose after 2 to 4 weeks of dosing, the dose of
FLOMAX capsules can be increased to 0.8 mg once daily. FLOMAX capsules 0.4 mg should not be
used in combination with strong inhibitors of CYP3A4 (e.g., ketoconazole).

If FLOMAX capsules administration is discontinued or interrupted for several days at either the 0.4

mg or 0.8 mg dose, therapy should be started again with the 0.4 mg once-daily dose.

2. BCHITHEERZIEER
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Drug Name Category
F—A N7 VT DG tamsulosin B2
(2021 4= 4 AMER)

BE L PO
F—A FZ7 U7 D45%E (An Australian categorization of risk of drug use in pregnancy)
Category B2 :
Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or other
direct or indirect harmful effects on the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no

evidence of an increased occurrence of fetal damage.
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