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*±i0 1 4 g (Dm^mZs HPC 4 g £TR3 9 6 g L/dfc£P£55L 

[0042] #t0J1 0 0) 

1 tmWi(£>J5}$;~Z\ T^)'7-ib2 0 0 gN ^7^5 8gM'^ 

T7^^'J^A1 9 6 g (DMSMtZ, HPC 4 g £TK 3 9 6 g IZ&M L 

MiU 
[0043] 

^-h^77AG-E50k ?LH (MEGGLE Exc 

i pi ents & Techno Logyttl^) 5 9. 8 8mg, $p|l'tz,'Un — 7. 6 0 m g focfc 

1 2mg^Uct(D^^U #t 

®IJ5©j|gi5 7mg (rf7-J^ Lt 2 5 m g) lc£B#7JI/7 7—fb^ 

>7°V2. 84mgS<tt/Xf7U Vi7^^t/^A0. 2 8 m g fcgsfln L 

^Hi30mg, ^60. 12mg, 

^|2I60mg ®]HlK5t±I U JTi£l± 5 k N ICT&&1*M£ 8mm 0G&& 

t^0Mtt6mm-eifelJ, ^R£(£>JI3 (a) (il mmtfeofco 

[0044] ^MJ2 

t-h^77AG-E50k (^gu^gu) 1 tmmiz 
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% ?L$t5 3. 7 6 m g (MEGGLE Excipients & TechnoLogy}±S^) % ilnll'tzJU 

P-7 60mg, 7 PX/^tf K> 6 m g 'J AO 

. 2 4 m g 0t|]"n Tilbn" L fc tj (D %: t L, 5 CD5 7 m g ( 

Tf7-i^LT2 5mg) 7—fb^'V 7°> 2 . 84mgfcsJ: 

>I£v7'^>^AO. 2 8 m g LT, 

Ml 20mg, ^i60. 12mg, JTi£J± 5 k NlZX, ^#7-JU2 5 

m g £#W-tS^£££iJ^L/c0 %btltcMm%CD^mt 8 mmtfe^ 

6 m mXfoV, M0JS3&1 mml;'feo/c0 

[0045] ^»J3 

^-h^77AG-E50k #^iJ1~4^t/ 

6~ 1 1 £|W|*§0Pi^£T\ pirM©#$ 

§k%:WMi L/co 

[0046] ^»IJ4 

i^l200 3-2 8 7 0 6§/^7U'> h§Ei60[°]$£^J±MM4i (H 

^iJ1O0^i^5 7. 2 5 m g (^#7-JUst LT 2 5 m g ) IZ 7 • 7 

*°tfK>1. 5 m gN ^^;U7 7—fb^'V7°> 1 . 5 m g N 1 . 5 

m g N X^7 'J AO. 2 5 m g ^ii)D 

£ LT, Mis 1)1, ®62mg, 2 Jf ©jliKftil («1 

101:^12101=3 5:8 5) U *T££J±4 k N CT^J^i 8 m 

m(D^mx1 ~4ZfflMLfc0 

[0047] I^IMiJI 

~4«3\ MiJts P^ftii±I^fcN 

<m^tt§iti££»L/c0 $£m%£uzzkto ftj&j&ftiz-D^x, st 
fTffl¥Ut3 4-6 411%, mmt)\sU-X3 0-5 0 ffl%&t/7 • 7*° 
t'K>5~1 5Kl%^fclNT, flJt, MiJ^ 
(Dm,&x\wntc^m&xfoz> z t tmrnx $ tc0 

[0048] <um$k&> 
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filJf TABLET TESTER 8 M% Shleuniger 

m 
mmg 1OO0li(25rpm, 4fim) 

0 —jlx lit St /i Mi ±H lit St /£ &sm 
• J]£l*iMiiI!iti$ 0DT-101, rnOMt^m 110 2 0 
m m 2 0 g s 7 5 r p mN 7j< 

(5 0m i n"1) % §itl£ 

TK 9 0 0 m L 

[0049] [H1] 

mmm mmm mmm mmm 
%W (DMV-Fonterra ExcipientsttM) (mg) 76.75 52.75 58.75 40.75 

S^0-fe;i/P-X(fflg) 36 60 48 60 

9 • X ̂  t: K > (mg) 6 6 12 18 

xf7 u mg) 0. 25 0. 25 0. 25 0.25 

£imu w, &m mm i®M il* iiS 
^ft(mg) 120 120 120 120 

®S(N) n=3 41,41,41 52,56,57 51,52,54 53, 57, 58 

SMt&COiooiiMg 0.04 0.01 0.00 0.00 

mnrnm w 77.8 68.5 78.1 71.6 

PE^iii««(s) 13.3 13.1 15. 1 14.5 

^mwcDHP i5^fii 97.0 95.8 96.9 94.5 

[0050] 5 
mmm (=Mt¥w&pm) ^2\z 

Ls ^wo4 tmmornm^x^^^ 
mmu ®60mg, mz.K%im2m<DMiz%m (fl^an 
101:^12101=3 5 : 8 5) L^ £T&J±4 k N CT^J^S 8 m 

m 0#$$£ 5 ~ 8 %mM L tco 
[0051] m%m\2 
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33Ztm9~5 

9|i% gItJbP-73 0~5 0Ii% ^PX<K^h*>2. 5 ~ 7 . 

5KM%^t/^^T7;U7 7-'fb7:1'>70>2. 5 ~ 7 . 5 MM%£33^*C\ SI 

Its JSMlts PflSfc 33 J; t/}§HH14©II£"e ffi ft /c "e & S Z t if 

mMX^tcQ 

[0052] <U&l$kft> 

filJf TABLET TESTER 8 M% Sch I eun i ge 

r M 
JSJiJiS: PTF30ERA, PharmaTest App 

a r a t e b a ul 1 00[°]$E (2 5 r pm, 4^PEH) 

Millie 0 —jlx IS St /i Mi iH lit St /£ §»;<* TK 
PjSftjiilliti^ 0DT-101, rnOMt^m 110 2 0 

m m 2 0 g N [°]$Ei£ 7 5 r p mN TK 

0*2£Ji£—(5 0m i n"1) % §itl£ 

^ TK 9 0 0 m L 

[0053] [H2] 

#Ste6 mmm mmm 
?LSt (DMV-Fonterra ExcipientsftfK) (mg) 58.75 70.75 46.75 46. 75 

«gft-fe;Vn-^(mg) 48 36 60 60 

FXmg) 6 9 9 3 

3ft7)ly y—{bx^^Xnig) 6 3 3 9 

(mg) 0.25 0.25 0.25 0.25 

J»i*8S, W, -fem iSS mm iM JUt 
"a fh (mg) 120 120 120 120 

®M) n=3 40,40,43 41,42, 44 41,43,44 35, 35, 37 

#®fi(j;)100|U£ 0.0 0.12 0.06 0.13 

mmi&m. (s) 70.6 91.8 73. 6 66.9 

• JBrtflilSStlftSKs) 13.3 15.4 11.3 14. 8 

jgm«)CDHP 15$Ht 97.0 97.3 92.3 99.9 



WO 2012/161240 18 PCT/JP2012/063260 

[0054] ^»IJ6 

(=Mb¥W&pm) ^3 

lZ^t%\-&-eM'&[st£*><DZfti&£Ls #t®J1 O0M4 5. 8 m g ( 

Tf7-JHiLT2 0mg) IZ 0 • X*° tf K > 2 m g N ffiftTJls? 7-it 

•x > 7° > 0 . 4mg, ^iD^lJ 1 . 2mg% X^7 'J >I|V 0 A 0 . 2 

m g LTs MI 1 is 1*1^4 9. 6mg, 

HtCMm2)l0jlitC^±I (MHi0i:Ml2l0l=3O : 6 6 

) U JTi£J±4 k NICT&£U*M18 mm0f^9~ 1 2£p§gL/c0 

[0055] |^IMiJ3 

^»J6Tl#^tl/c^iJ9~1 2lCO$, filJts MiJts 

^^^3tC^-ro Bm, jtfTffl¥Ut3 9~ 

5 911% ^H-tzJUP — 73 0~5 OIf% ^ PX^tf K V 2. 5~7 

. 5MM%RZ?ffiftTJl'7 7-it,71'>7°>2. 5-7. 5 ffl%tC£^Ts 

suts MiJts n8£fiimmt£ti£u:®iiit£(Dm&?-mnfc£mx?-fozzt 
tfWMT $ fco 

[0056] [H3] 

wmm io *«g£l2 

?L#i (DMV-Fonterra ExcipientsffiH) (mg) 47 56. 6 37.4 37. 4 

lo^"k;i/n—X (mg) 38.4 28.8 48 48 

^ox#k*F> (mg) 4.8 7.2 7.2 2.4 

W>fr7 il/7 7 —-fb^r >"/ > (mg) 4.8 2.4 2.4 7.2 

TsJ-7'J >Bt V v? A (mg) 0.2 0.2 0.2 0.2 

3SM il* iSM iSM 
"atf" (mg) 96 96 96 96 

[0057] |^IMiJ4 

5 r-m btl tcMfofc 6~8 tlT ̂  (A*± 

, B*t C*±D*t Ett) KoS, 1 

3-&Si£$iJ^T§^£»L/c0 ISl^i4M5 tC^-To ilp^ 
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5 ~8 mnkttjkxfnwffi&mt* 
z t tffemv $ tea 

[0058] 

&MfeTU&l X7>l/X|, i$1m (51®) 

[0059] [H4] 

lm 0 0 0 

(%) 0.054 0.055 0.065 

TOi2m 5 m* Mm 0 0 0 

(%) 0.054 0.077 0.076 

[0060] [1^5] 

\mm 
A B C D E 

|TF®I£ lm 5 0 0 1 0 3 

mmM'pm (%) 0.12 0.1 10.13 0. 1 0.13 

?m®itt2m 0 1 4 0 4 

SS«'>f (%) 0.12 0.13 33.77 0.12 0.48 
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5RIJ|1] (a) ^rfj'7— J\ys (b) =¥?<• 7 (c) ^7- 'J 0 A 

£ tur ̂  *1$ 3 *I & 
^RlM2] (a) -x #7— -'Us (b) =£;>< (c) ^7^ :WU2J'J "7 A 

£^Mb1 : 0. 4:1 -e##-rSI*^II1 lC§B*6©#$$fc> 

5^113] (a) T~iS~P— JK (b) =£ ;>< (c) 7t"f7">il'^ 'J OA 

5 0H%~ 1 0 Offl%££tf)§N 

1Xtt2 tC§3®0^££o 

3fclif4] (a) 7^13 7— Jk (b) % ?<• =7*sJl>]&Zf (c) ;t-r 'J "7 A 

7iN<37 0§M%~9 

3CJ1 1 ~ 3 0^"f tl7!NC§Ei60^££o 

^115] ( a) ~ ( c ) 0it^*tf 10-60 ftm 

%-e^SIi^I11 ~4 0lN-rtlAMC|E«6©W^iJo 

5R1I6] ifcpH-tzjup-;^ t h'p+i/yp^Hz^p-^©^ 

01 ms 3ffi^^on^Ji 1 ~ 5 (D^tntHzmmv^Mx 
o 

5RII7] ^rH-tz;UP-X0 9t)0 1 

lE*60^/fei£o 

^118] M^?LH^t/^0B0-tz;UP-X^#m*^lI7 tC§E*l60^££o 

^19] MtC, MiMMZZ t>lZ^mmm6, 7X^8tClBi60#MiSo 

^1110] 

Jtt: KP7°P bfJl/izJUn — Xs tl^T)\y7 7—fb^'V 7°>fr b ft 

I*^lI9tC|Ei60^^i$o 

^1111] jM5W7 px^kf \zyRX?/5UZ^fi7)\,7 -r-ik?y7°yT:fo& 

, 1*^111 0 izmmoMMrno 

5f<lI12] 0 ~ 6 5Mw%(D%W%*ah\ 1-11 (Dl^tftfrlZ 

mm(D^m%0 

5f<lI13] MT^3 0-5 OftM%0ilpll-tzJUP-X£^tJ\ li^ll 1-120 
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[i*^iH4] M^2. 5 ~ 1511%®^ tmm 1 ~ 1 3 

[1*^1115] W2~7. 5Mw%(D^ft7Jl'7 7-ikT>70>Z<ah\ 1*^11 

1 ~ 1 4 CD^t'tlfiHZBMVfe&ixo 

[i*^in6] mmmmtm (nMnufe&i oom^) #o. 3%uT-z&z>m%. 

&LT-e$>2>Z.£*ft®i£t2>, I*^iH ~1 5®lN-rtiAMClEi60W 
T^a 

[i*^iH7] mmmmtm (HMHUIE&I oo@$i) i?o. 2M 

1*^111 ~i 6(D^tnt>Hzmm(D^i& 


