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0.0010% (w/w) WA <F 0.0350% (w/w)e] T=2 EAsch.  dAA AAgdelA, tAd3Al= < 0.0010%
(w/w) WA °F 0.0300% (w/w)e] == AT oA1A AAIFEie A, eHdstAl= ©F 0.0010% (w/w) WA
°F 0.0250% (w/w)o] s ATt dA[A AASFHA, FAstA= oF 0.0010% (w/w) WA 2k 0.0200%
(w/w)e] == EAgE. A A AAFEf A, HASAI= oF 0.0010% (w/w) WA °F 0.0150% (w/w)o] 5%
2 EZAQ%. A F AAEEA, ks A= < 0.00010% (w/w) WA 2F 0.0100% (w/w)e] HE== EA 3T},
AA A AA e A, FF8kAlE F 0.0010% (w/w) WA F 0.0090% (w/w)e] &= EATE,  oAAH AA%F
ol A, stAstAl= oF 0.000010% (w/w) WA 2F 0.0100% (w/w)e] == EAZT.  JAZF AA e oA,
AstAlE= oF 0.0010% (w/w) WA °F 0.0100% (w/w)e] wE=2 EAgct.  oAA AAFEjlA, A stAl=
0.0020% (w/w) WA ¢k 0.0100% (w/w)e] s== FAgTE.  AA AAGEdA, HFsA= F 0.0024%
(w/w) WA °F 0.0100% (w/w)e] == AT oA1A AAIFE|A, HgstAl= ©F 0.0024% (w/w) WA
°F 0.0090% (w/w)o] sz ATt A4 AAFHA, AsEA= oF 0.0035% (w/w) WA °F 0.0100%
(w/w)e] X2 AT, AA AAFEfl A, HAStAI= oF 0.0035% (w/w) WA °F 0.0090% (w/w)o] 5%
2 EA3T. A F AA S A, ot8skAlE <k 0.0010% (w/w) WA <k 0.0080% (w/w)e] wEE EAFT)
AA 2 AR SRl A, FASEAE oF 0.0010% (w/w) WA °F 0.0060% (w/w)o] FL& EAGTE.  oA1A AAF
Eloll A, erA3AE= oF 0.0010% (w/w) WA 2F 0.0050% (w/w)e] s== A3, AJAE DA oA, o3
shAl= <F 0.0020% (w/w) WA <F 0.0060% (w/w)e] FE2 EAT.  oAH AAIFEA, AAstAl= oF
0.0015% (w/w) WA ¢k 0.0045% (w/w)e] s== FAgTE.  AA AAGEHAA, HFsA= F 0.0025%
(w/w) WA °F 0.0045% (w/w)e] == EATE  oA1A AAIFE|e A, HgstAl= ©F 0.0030% (w/w) WA
oF 0.0040% (w/w)©] sE= ATt oAJAA AAFHANA, FASFAI= F 0.0035% (w/w)o] SE=E A g,
A A A A FE A, Hd kA= 0.0035% (w/w)9] TEZ Exs),

12 o

A H AN G, = Ao AA= FIHAE FUER 2dTT. A AAFE A, F3AE A
= Ed=oinh. dAE HAAGEA, kAl SEAgE EdEeY, FYAlEE EREE RaeadAE
R HIPAlZl=E 28 A AAGECNAN, fEkAls SYAElE SRlEeY, SEAYE BHlEs B
meeAlgE, degAds 2 EdSgAe=s g, A AAGECAA, FikAls S = SR
oy, SAlglE Edles ReadAds 2 HIgAg=s 23k, 7|4 SYAgE B0 oF 40%
(w/w) WA <F 55% (w/w)E BEiegelAdlgl=elth,  oAl4 AAlGeeA, FaAl= FEAEE Sd=ola, 2
Age sdles ReadAds, deeAgds 2 BEdadAdEs 298, o7 SeAlgs sdll=e] of
40% (w/w) WA oF 556 (w/w)= ErmgdAgl=cltt. oAl AAFee A, F3kAd= SeAgE =y,

AAIA AAFE A, RegeAleEs SEAE Rzl olE, SElAY ExdvHelE, MY Ex

ZEollolE E= 18] 2o offolxl womEE MEUHT.  oAlA AAGHAAN, RS =

E3 Ee e At BrmaeAld oliEEent. oAA AAGE A, ErIeAldEs du-Reg
- =

glAlgi et oAl A AAFECA, HaElAess A, £33k B Sast Agate] taeAld ol

A1 A FEfelA, FEARE A= oF 3.0% (w/w) WA oF 10.0% (w/w)e] §E2 EA3TH, oA F 2
AlFelolA, M= Bd=E oF 5.0% (w/w) WA oF 10.0% (w/w)eQ] T=Z EA3c,  oAlH A S o
A, FYAYE Ba=E 9 6.0% (w/w) WA 2F 9.0% (w/w) X2 A3, dAF AA e A, SHA
g Bd=s oF 5.0% (w/w) WA ¢ 8.0% (w/w)e =2 EA3t}.  dAF AAGE A, SEAHE EH
=% 9F 6.0% (w/w) WX oF 8.0% (w/w)e] 52 EAST.  oAlH AAGEA, SAEE BAee oF
6.5% (w/w) WA °F 7.5% (w/w)ol s=2 A, AAZ A GHdA, SEAHE Ed=E oF 7.00 (w/
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[0079]

[0080]

[0081]
[0082]
[0083]

[0084]

[0085]
[0086]
[0087]
[0088]

[0089]

[0090]
[0091]
[0092]
[0093]
[0094]
[0095]
[0096]
[0097]

[0098]

[0099]
[0100]
[0101]
[0102]

[0103]
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wel Tz ZAe. dAld AALEH A, FPAYE BA=E 7.0% (w/w)Q wEZ EA S}

I1. a. vii. 7Z3kA

AAE AAdEel A, Fa Al AAE FeAE FhE ek aAA AAGHelA, FehAls el
S AH AAEel A, FEAE ehaolm it Wi, vhehl e L AsuldE AR o]Fojzl oziY
Ay, dAH AAGHel A, FEAE vebn etzoldh, dlAA AAgElelA, e shebn g \F
oJtt,

AN A AA G AN, AstAl= oF 2.0% (w/w) WA °F 6.0% (w/w)e] F=2 EATT.  AIA HAFE A,

AatAlE o 2.0 (w/w) WA F 8.0% (w/we wZ=2 EACE.  AAIH AAGEAA, FeAlE oF 3.0%
wm)mﬂ9$5%(wm4%ﬂﬁé%ﬂ%ﬂ.owviéﬁ%ﬂﬂﬂ,%ﬂﬂ%9$4%(meW1%60%
(w/w)e] =2 EA%.  dAIE AN, FaAlE oF 4.0% (w/w) WA 2F 5.0% (w/w)e] & EA 3

G A AR, AL oF 456 () A oF 508 () EEE ST A4
NN, ZeAE oF 5.06 (ww el FEZ AT GAA AN FHI A, A 5.06 (v FER &)
st

TR = A<k AA
II. a. viii.

AAH A FEelA, S Al AAE 7S Egem:

a) olE¥Y IR F/EE AMS XNEde A T 19 Ay HEHE 9 EE FIE Ee
|l stz

b) <k 5% (w/w) WA < 15% (w/w) ZTEIDA ZF9F; 2

c) HEEZE,

A7 AA= oF 0.5% (w/w) olate] & Xgsir).

A A AAFEIA, Fa Al AAE S7|E EEEH:

a) olE¥Y IR F/EE AME XNEde A T 19 Ay HEHE 9 EE FIE EE
|l sh=;

b) °F 5% (w/w) WA °F 15% (w/w) T2 =

c) HEEE;

d) FArshAl;

e) A Al

f) fshAl; =

g) 7&3HAl,

A7 AA= <F 0.5% (w/w) o]ste] &8 X§sh).

QA A AAFENA, T At AAE S7|E EFEH:

a) olE¥Y IR F/EE AME XNEde A T 19 Ay HEHE 9 EE FIE EE
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[0104]
[0105]
[0106]

[0107]

[0108]
[0109]
[0110]
[0111]
[0112]
[0113]
[0114]

[0115]

[0116]
[0117]
[0118]
[0119]
[0120]
[0121]
[0122]

[0123]

[0124]
[0125]
[0126]
[0127]

[0128]

[0129]
[0130]
[0131]

[0132]

[0133]
[0134]

[0135]

g) kA,
A7NA AA= F 0.5% (w/w) o]3te] E& xEght).
A A A HAAFE A, T2 AF AAE 7R o] Fo )

57

a) olEvA
|l s}E;

b) ¢k 8% (w/w) WA < 10% (w/w) TEIA I,

W/EE AN AmsE BAA EE 9 Akt seR:

l=

il

c) HEETE;
d) A

e) olHHOIE 24 His:;

f) fFeA; 2
g) ZEHA .
A A1 A AR SN A, T AF AAHE 7R o] Foj Xt}

a) otEyA
SulstE;

b) °F 8% (w/w) WA <k 10% (w/w) Z2ZA o=,

SEE:

M/EE ANE Amshs BAA EE a9 A sHeds

c) HEETE;
d) A

e) ¢F 0.0020% (w/w) WA ¥ 0.0040% (w/w) olElE|e|E Zr T A%,

f) frahAl; 2
g) &3,
A A AAGFEA, S A AlAlE SR EEA o R o] FojAH:

a) olE¥A
S 3} &

b) 2k &% (w/w) WA <F 10% (w/w) TEZ ZF8=;

SR WEE ANe Amse BYA EE 9 Ay HgHs

c) HEETE;
d) A

e) WA,

f) FEAEE Ed=, o7iA FEAEE EdEE 1F o4 ReIAdE ¢ 1%

x3heh; 9
g) &3,

A71q AA= oF 0.5% (w/w) olate] & E3Hgi).

A A AAFE A, T Ak AlAlE SR EEAH O R o] FojAH:

SEE:

a) °otEd4
g st

b) ¢F 8% (w/w) WA <F 10% (w/w) =2 =&,

/e A4S ARdste @44 == 19 Ay seHe

c) HE=ZTE;

d) FAkstAl;
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[0136]

[0137]

[0138]
[0139]
[0140]

[0141]

[0142]
[0143]
[0144]
[0145]

[0146]

[0147]
[0148]
[0149]

[0150]

[0151]
[0152]
[0153]
[0154]

[0155]

[0156]
[0157]
[0158]

[0159]

[0160]
[0161]
[0162]
[0163]

[0164]
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e) SHAEHA;

£ FEAZE B, of7d FEAEE SdEs 15 olde] ExIEAes 8 1F o)de] HIdARss
e, o7 1% o] RrZeAg=s FEAEE BHlEe] 400 WA 55%°] F w2 S 2

g) AshA,

714 AAE 2 0.5% (w/w) °3te] E& Eg3},

A1 A AAFE A, A A AAE sh7]E ZAAoR o] FojAH:

a) olEVA ¥R 9/mE= AAS Xz A e 29 A FHEHE o EE F3E EE
Esh=;

b) ¢F 8% (w/w) WA <F 10% (w/w) Z2HHA Z2|F;

c) HEETE;

£) °F 5% (w/w) WA °F 10% (w/w)e] AT = 2=, o7 FEAgs Eass o] e Ri-FElAle]
= 9 1% oY A =E X3, A7A 15 ol R AEEE :ELFMIFAE =29 40% W
A 55%9 F w2 EAE; 2

g) Z3HA,

oA7IA AA= &F 0.5% (w/w) ©l3te] &5 E3H3ir),

A1 A AAFE A, a4 A AAE sh7m LA Ao R o] FojAH:

a) olE¥A ¥M¥ W/EE AXNE Xzse A T a9 A FEEHE 9 EE FIE Ee
st

b) <k 8% (w/w) WA <k 10% (w/w) ZEIA ZFo|F;

c) HEETE;

£) oF 6% (w/w) WA &F 8% (w/w)e] =gAElE ER=, of7jA SFAMEE S=E 15 o9 B2 gAE
= 9 1F ol gagAE=s gy, 97 1F ol RuFgAd=s SdAEE Bd=9] 40% W
2] 55%9] & sLR &A% 2

g) ZFEHA,
o714 AAE= ok 0.5% (w/w) olale] ES

11}(e3
kel
i)
rok
O

A A AAFE A, A A AAE 7R RAAoR o] FojAH:

a) olEFA IR P/xE AXE Asse @A e 19 AR HEEeE 9 EE FIE Ee
st

b) 2k 8% (w/w) WA <k 10% (w/w) ZEIA ZFo|F;

c) HEETE;

e) lHHIE 24 Hig:;

£) ¢ 5% (w/w) WA o 10% (w/w)e] FeAE BAE, of7]4 Feles Bt 1% oo ey
=% Uﬁ] 1% 0]}\01'9] E]%ﬂxﬂﬂE% E@'S}E‘%, 047]}\1 1= O])\o]—‘/] Ry *ﬂ\j/]_‘;_l_“: %aﬂ‘”ﬂ_ %@E—‘g} 0% LH
2] 5569 & FE EA%; 9
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[0170]
[0171]
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[0173]
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[0177]

[0178]
[0179]
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[0181]

[0182]
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[0187]
[0188]
[0189]
[0190]

[0191]

[0192]

[0193]
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g) 73HA,

A4 AAE= ok 0.5% (w/w) olste] & X Fshr).

AA A AAFHANA, Fa AF AAE 72 EAHOR o] Fojx|:

a) olEIA IFEY 9/xe AMS Asste @A EE 19 Agd sEEHE 9 EE FIE EE
st

b) °F 8% (w/w) WA <F 10% (w/w) T2 Z

c) HEETE;

£) <k 5% (w/w) WA <k 10% (w/w)e]l AT s Zdc o7a ZEAgs Zass 12 olate] mw-ZaAg
= 9 1% ol fZeMu=E Tashs . o)A 1% oAt munZaAusi Zeldes 2= 40% U]
A 55%] F FEE EAE: 9

g) 78}A
oJ71A AA = 2F 0.5% (w/w) ©]dte] &2 E3H3Ic),
A XA AAIFE A, Fa Aok AAE 7|2 BEHAoR o]FofA !

a) 5-(4-Alobmd 5 A])-1,3-H 3 E2-1-3| =542, -1
= ek

b) 2k 8% (w/w) WA <F 10% (w/w) TEZ =

>
T
it
i
s
&
1o
N
s
o
_101:
oo
i
s
2
i
s
¥
L)
e
i

c) HEETE;

£) ¢k 5% (w/w) WA ¢k 10% (w/w)e] ZHAFE Bd= o7 FPAgs Bds= 1% o|Ate] wi-ZaAg
= 9 1% ol gagAE=E gy, 97 1F ol RuFEAd=s SgAElE Bd=9] 40% W
2] 55%9] & sL® &A% 2

g) A,
oJ71A AA = 2F 0.5% (w/w) ©]dte] &2 E3H3IT),
AAH AAIFEH A, a AT AAE R EAHoR o] FojXn:

a) 5-(4-A oA )-1,3-t 3| ER-1-3| EEA]-2, I-HSA R E == 19 Ao FedE 9 B FI3E T
= guistE;

b) oF 8% (w/w) WA &F 10% (w/w) T2 =

c) HEETE;

£) °F 6% (w/w) WA oF 8% (w/w)e] SeAlgl= 2=, o714 SgAdE BdEs 15 o] RxmadA
= " 1F ol tagAldEs Edety, o7 1T o] RxIdAldEs %ﬂ*ﬂﬂ Sd=o] 40% W
A 55%0 & w2 =A% %

g) ZF3A,

o714 AA= oF 0.5% (w/w) ©lste] & E3JF3hr}.
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[0194]

[0195]

[0196]
[0197]
[0198]
[0199]

[0200]

[0201]
[0202]
[0203]

[0204]

[0205]
[0206]
[0207]
[0208]

[0209]

[0210]
[0211]
[0212]

[0213]

[0214]
[0215]
[0216]
[0217]

[0218]

[0219]
[0220]
[0221]

[0222]

=5=0dl 102106230

oin

A A AAGFEA, S A A= SR EEAH o R o] FojA !

a) 5-(4-Alohwd 3 A)-1,3-T) 3| E2-1-3| =5 A -2, I- KA S T 19 A FEHE o T iE ®
= &mist=s

b) °F 8% (w/w) WA <F 10% (w/w) ZEZA Zo]Z;

c) HEETE;

d) FakshAl;

e) 2F 0.0020% (w/w) WA <F 0.0040% (w/w) olHElo|E Z tiF;

£) °oF 6% (w/w) WA <F 8% (w/w)el A= A=, o7 APe Bdes 15 o4 2] Al 2]

/\1 =
= 9 1F oY YZgAe=s 23, VA 1F ol RnF
A 55%9] F wEZ =A% 2

g) 7F3tA,
oJ71A AA = 2F 0.5% (w/w) ©]dte] &2 E3H3c),
A XA AAIFE A, Fa Aok AAE 7|2 BHAoR o]FofA !

a) 5-(4-A oA -1, 3-t 3| E2-1-3| EEA]-2, I-HFALRE == 19 A FeHE 9 B FI3E T
= guistE;

b) 2k 5% (w/w) WA <F 15% (w/w) TEZ =+

c) HEEZZE;

e) olHEHCE Zg i

£) ok 5% (w/w) WA ¢ 10% (w/w)e] A= BEAd=, 7|4 ZFPAge Ed=s o]/
= 9 1% ol gEgAME=E g, 971M 1F oY RuFEAdsEe JFMIFJE
A 5569 & FEE E=A%; ¢

g) &3,
oA71q AA= oF 0.5% (w/w) olate] & E3Hg}.
A A AAFE A, s Ak A= SR EEAH O R o] FojAH:

a) 5-(4-A oA )-1,3-t 3| ER-1-3| EEA]-2, I-HSZAL R Z == 29 Ao FledEs 9 B FI3E T
= guistE;

b) oF 5% (w/w) WA &F 15% (w/w) T2 =

4

c) HEEZZE,;

e) olHEH|E Zg ti:

f) 2F 5% (w/w) WA <& 10% (w/w)e] SEAg= Bd=, 97| FEPAZE Sdes o]/ 4 =2 AE
= 9 1% oY YA =E X3, VA 15 ol ReadAgEE %fﬂxﬂfﬂ Bd=9 40% W
| 55%2] F FTEE =A%, U

g) 73HA,
7)1 AAE ok 0.5% (w/w) olate] B&

ftllo
Fl
i)
(ol
i)

A A AATFE A, = Al AlAlE V]2 EEH R o] FolAn:

a) o 2% (w/w) 5-(4-Alob:wFHA])-1,3-T) 8| E2-1-3| == A]-2 - FAL 2 = 29 Aok 85 o =

o]
= F3lE v g3 E;
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[0224]
[0225]
[0226]

[0227]

[0228]
[0229]
[0230]

[0231]

[0232]
[0233]
[0234]
[0235]

[0236]

[0237]
[0238]
[0239]

[0240]

[0241]

[0242]
[0243]
[0244]
[0245]
[0246]
[0247]

[0248]

S550dl 10-2106230

b) o 9% (w/w) T=IdA I,

c) WA HEZSE,;

d) ¢F 0.1% (w/w) 23} s =FAEFd;

e) °F 0.0035% (w/w) olHlElo|E Zg tiF;

) F 7% (w/w)e FEAEE Ed=, or)A FEAEE Bdss 1% o RudAgs 2 15 oo
gEgdAges 238, 15 ol nuIyAddss ZYAY=E Bl 40% WA 55%9 £ FER
%]Hég-’ ol

g) ZEHA,
714 AAE oF 0.5% (w/w) o]dte] && L3t}
A A AASE A, FA A AAE sl7| 2 o] Foj T

a) 2% (w/w) 5-(4=-AlopmaA])-1,3-H8| ER-1-8| E5A-2, I-MlHAR S = 18] Al §85s 9 B

FolE e SustE;

b) 9% (w/w) T=Zd ZF8F;
c) 76.8965% (w/w) A FEZeHE;
d) 0.1% (w/w) F¥3} J=FAEF

e) 0.0035% (w/w) oltlHo|E Z< tlAF;

2

£) 7% (w/w)el SgAgE Bd=, 7|4 SgAgE Bdee 15 o] ReagAdgs 9 15 o]de He
gAlZl =5 x3etH, 1% o] RxsgAlglee SYAgE BA=0] 40% WA 55%9] F sEE EAE: B

g) 5% (w/w) vz} &2,

FYAE TFaA @ T2 At AA

IT. a.ix

EoOE SRdA, ¥ uge 934-99 Juel e 483 BYAS T gt Th AG ANE
FA. BAAE FHEA e ol Fa Ak AdE D AFA e A ofERY ARG WEe
Aol Ame f83h GAH 44 ARE B AAY BYAY 1% o4 F

[
: = oA Ak AAE= F 0.5% (w/w) ]38k %%
14, GdAE 23ehA B =a A A= oF 0.1% (w/w) olste] =

ERT. oA AA GO, GAlE £FEHA @ A AloF AlAlE °F 0.01% (w/w) ©]8te]

FYAG TFA G T A AAE Qelm i, wlol, FuA, A, K5A L FAAS Fh
5 A BAAS TS W T A AA F o5 AR Aze] ojF FF % FEE

rir
o
M
)
lo
=

A 1. a. i.; II. a. ii.; II. a. iii.; II. a. iv.; II. a. v.; II. a. vi.; II. a. vii.; ® II. a. vii

HAE EGHA e FAY T AL AR

A A A FE A, A At AAE 15 ETE:
a) o 5% (w/w) WA <F 15% (w/w) Z2hd Fe|F;

b) MEEE;

c) FArshAl;

d) A skAl;

o
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e) frspAl; o
f) 73,

o714 A Ak AlAlE ZEAE EFeHA @ar, o714 AlAl= oF 0.5% (w/w) oldte] &5

e
st
rob
O

A F AANFEA, i At AAE dE EFEH:
a) F 5% (w/w)e] &vli;

b) °F 89.8999% (w/w)e] FEEeE;

¢) ¢ 0.1% (w/w)e] aitsiAl;

d) °F 0.0001% (w/w)e] <H8skAl;

e) o 3% (w/w)el 3kl 2

£) °F 2% (w/w)e] Z3hA,

A7 = Ak AAE LEAE

bl
o

grabAl edar, o7 AAE oF 0.5% (w/w) olste] =& XTI

&

A A AANFEA, & A AAE sE EFEH:
a) °F 15% (w/w)<] &wi;

b) °F 67.955% (w/w)e] HAEEeaE;

¢) F 1% (w/w)e] FatahAl;

d) °F 0.0450% (w/w)e] <H88hAl;

e) oF 10% (w/w)] fr3hA|; 2

£) °F 6% (w/w)el ZFshA],

A7 = Ak AAE SEAE

kel
o

grebAl edaL, o7 AAE= oF 0.5% (w/w) °lste] =& XTI

&

A A AANFEA, & At AAE s EFEH:

a) °F 5% (w/w) WA <F 15% (w/w)e] &nl;

b) <F 67.955% (w/w) WA <F 89.8999% (w/w)e] ¥ EZeHE;

¢) °F 0.1% (w/w) WA F 1% (w/w)e] FAkstAl;

d) ¢F 0.0001% (w/w) WA °F 0.0450% (w/w)e] <Hg3hAl;

e) °F 3% (w/w) WA °F 10% (w/w)e] F3kAl; =

£) °F 2% (w/w) WA F 6% (w/w)e] Z33hAl,

oA7IM =4 At AAE SAAS EEEH] Za, A7 AAE oF 0.5% (w/w) ©]dte] &8 X3},
AN AANFENA, T A AAE S5 EFEH:

a) °F 5% (w/w) WA oF 15% (w/w)e] Tz FgZ;

b) °F 67.955% (w/w) WA °F 89.8999% (w/w)e] HEZeHz;

¢) %F 0.1% (w/w) WA °F 1% (w/w)o] FE3} 3| =FA FF<l;

d) °F 0.0001% (w/w) WA <F 0.0450% (w/w)e] clHEHOIE Z¢ UiF;

e) °F 3% (w/w) WA °F 10% (w/w)o] A= Ei=; 4

£) °F 2% (w/w) WA <F 6% (w/w)e] b gk,

A7 A Aok AAE SAE 2FSA &L, 374 AAE oF 0.5% (w/w) °lste] =& XFeirt.

A A AAFE A, =2 Al AA= sr1E 23

_18_
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[0285] a) °F 5% (w/w) WA 2k 15% (w/w)Q Z2Zd Z2Z;

[0286] b) oF 67.955% (w/w) WA <F 89.8999% (w/w)e] HEEZE;

[0287] ¢) °F 0.1% (w/w) WA <F 1% (w/w)e] FEs} s =FA 574

[0288] d) °F 0.0001% (w/w) WA <F 0.0450% (w/w)<] ol ElHo|E L UiF;

[0289] e) <k 3% (w/w) WA <k 10% (w/w)e ZHA = Bals= ofr)x S Basi= 12 oAty Tn-ZgAg

2 1F o) g HEEE X, 974 1% oY ErxaAgss SYAEE EYE=] 40% W
A 55%9 F w2 EAE; 2

[0290] £) 2F 2% (w/w) WA <F 6% (w/w)<] dhets g,

[0291] 71 4 Ak AAE B9AE E3etA ¥, o714 AAE °F 0.5% (w/w) olste] B& EFeit,
[0292] A A AANFEA, i A AAE S7E EFEH:

[0293] a) o 8% (w/w) A ok 109 (w/w) TEIA I

[0294] b) HEZE;

[0295] ¢) FArEHA;

[0296] d) <HgsHAl;

[0297] e) Al %

[0298] f) Z&shAl,

[0299] 7| A Ak AAE SAAE et @i, 714 AAE oF 0.5% (w/w) olske] B8 Egei)
[0300] A A AANFEA, & A AAE s EFEH:

[0301] a) &F 8% (w/w) WA <F 10% (w/w) Z2ZA FEF;

[0302] b) AEETE;

[0303] ¢) FArEHA;

[0304] d) dldEHelE 24 Hik;

[0305] e) frspAl; %

[0306] f) AshAl,

[0307] A7NA T Ak AAE BAANE 2R &3, o7|A AAE ok 0.5% (w/w) olste] B X&),
[0308] A A AAFE A, F A4 Ao AAE SR o] Fefxith:

[0309] a) o 8% (w/w) A ok 10% (w/w) TEIA ZF;

[0310] b) AEETE;

[0311] ) BAEA;

[0312] d) ¢k 0.0020% (w/w) A 2k 0.0040% (w/w) olElE|o|E Z< T AHE;

[0313] e) kAl %

[0314] f) 734 .

[0315] A AAFENA, A Al A= |2 BdAow o] FojAn:

[0316] a) °F 8% (w/w) WA <k 10% (w/w) ZT=ZA =,

[0317] b) AEETE;

[0318] c) FArshAl;
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[0319]

[0320]

[0321]
[0322]
[0323]
[0324]
[0325]
[0326]
[0327]

[0328]

[0329]
[0330]
[0331]
[0332]
[0333]
[0334]
[0335]

[0336]

[0337]
[0338]
[0339]
[0340]
[0341]
[0342]
[0343]

[0344]

[0345]
[0346]
[0347]
[0348]

[0349]

S550dl 10-2106230

d) Fg3A;
FPAEE B oriA FPAEE BdEE 1F ol wxFEAgs @ 1F ol fIFAge:E
3}

=i}
» R

k\@

g
f) sk,

o714 AA= oF 0.5% (w/w) olste] & Eghatct.

A AAFENA, A A AAE R BAH R o]FolAH:
a) o 8% (w/w) WA <F 10% (w/w) Tz Fe|&

b) HEZEE;

e) YAl A=, AU FPAlEE BAsE 15 ol RxIFdAgs 2 1% ol yIAlY=s
23, o7|M 1% ol ErxFlAgEs SEAEE EdE9 40% WX 55%2] F FEE EAE: ¢

) ZFshAl,

o371 AAE < 0.5% (w/w) ©]te] &8 ¥3}H3

+

A XA AAIFE A, Fa Aok AAE 7|2 BEHAoR o]FofA !
a) °F 8% (w/w) WA ¢k 10% (w/w) ZTEIA F=

b) HEZEE;

e) o 5% (w/w) WAl ¢F 10% (w/w)e] SelAgE =, o714 SPAE Sdes 15 o] s
= g 1F ol gIgAgEs Edety, o7|A 1% o] RxIdAldEs SeAEE E/E=e 40% W

7] 5509 F sEE EAT; 4

f) 234,

A7 AA= F 0.5% (w/w) o]3te] E& xEgh).

AAH AAFE A, FA A AAE SR BAHOR o]FojA !
a) o 8% (w/w) WA <F 10% (w/w) Tz F2|&

b) HEZHE;

e) °F 6% (w/w) WA °F 8% (w/w)o ZAE= Za=, o714 ZEAg= Bdss 15 o4t - A
© 9 1% ol tZAYsE ¥dtein . d7)A] 1E olAte] mun-ZEAgl: ZEAas BAs=o] 40% U
7 55%] F FRE E=AE: 9

f) 72shA,

o714 AA= oF 0.5% (w/w) olste] =& 233

+

oA A1 A AA|FEfN A, o AT AAE SR EHdHoR o]FojxH:
a) °F 8% (w/w) WA ¢k 10% (w/w) ZEIA F=

b) HEZHE;
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[0350]
[0351]

[0352]

[0353]
[0354]
[0355]
[0356]
[0357]
[0358]
[0359]

[0360]

[0361]
[0362]
[0363]
[0364]
[0365]
[0366]
[0367]

[0368]

[0369]
[0370]
[0371]
[0372]
[0373]
[0374]
[0375]

[0376]

[0377]
[0378]

[0379]

S550dl 10-2106230

oelelelE Zg T,

ok 6% (w/w) WA & 8% (w/w)el 2¥ME = A=, 7|4 SYAEE EdEs 15 o) RueIAg
9 1% oY dEgAMEEE 2T, A7|A 1F oY RrIgAEEE FEAEE Ed=9] 40% W

55%9] & e ZAE; W

&3}l

3714 AAE oF 0.5% (w/w) o]dte] B& g3t}

A A AAGFENA, S A A= SR EEAoR o] FojA !

a)
b)

A71A AAE °F 0.5% (w/w) o]ste] &5 2373

oF 8% (w/w) WA °F 10% (w/w) Z2Id FZ;

ok 0.0020% (w/w) WA 2k 0.0040% (w/w) ol HlE||E Z¢ ti®;

o 6% (w/w) WA oF 8% (w/w)o] 2elAgl= Ed=, 7|4 =¢

ZeAg s EdsE 1F oo B A
2 1% ol gEPAE=E 28, 971M 1% oAy I Adse SYAHEE B-A=9 40% W)

55%°] & w2 =A%

&HA,

T

[}

QA A AAGFEA, S A AlAlE SR EEA o R o] FojA !

a)
b)

f)

714 A= oF 0.5% (w/w) °late] &L ¥

A A AAFE A, = Al AlAE SR EEHe

a)
b)

oF 5% (w/w) 1A °F 15% (w/w) Z2Id FZ;

ok 56 (w/w) WA 2F 10% (w/w)e ZEAMTE A=, o7|A ZEAZE BdeE: 1% o4 Ru-ZEAg
2 1F oA gFYAYEE ETEH, o)A 1F oY muaZyAd=E FYAYE B9 40% W

55%°] & w2 =A% %

&3HA,

T

il
o
u
2
)
H

ok 5% (w/w) WA ¢F 15% (w/w) TzId I,

oF 5% (w/w) WA °F 10% (w/w)e A= Bz, ofrjMd ZAgE Edes 15 o)ite mxIdAd
2 1F oA YdZFYAYEE x|, o)A 1F oA RuaZAd=s FYAZE B9 40% W

55%°] & w2 =A% %

S o,

o714 AA= oF 0.5% (w/w) ©lste] & E3JF3hr}.

A A A FENA, A A AAE SR EAHoR o]Fozit):
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[0380]
[0381]
[0382]
[0383]

[0384]

[0385]
[0386]
[0387]
[0388]
[0389]
[0390]

[0391]

[0392]
[0393]

[0394]

[0395]

[0396]

[0397]

[0398]

S550dl 10-2106230

a) ¢F 9% (w/w) Z2Id Z

b) WA HEZgE;

c) 9F 0.1% (w/w) FE3} s|=sAEFd;

d) °F 0.0035% (w/w) olHlElo|E Zg tiF;

e) F 7% (w/we FAEE BA=, oA FEAEE EdEE 1F oY ZxeIFFAE 2 1F o]
OZ NP EE 380, o714 1% o)y RaxFFAdgss FEAMZE BAs 40% A 55%2] E LR

EAE; 2
£) < 5% (w/w) IHapa ok,

A1 A AAFE A, T4 Al AAE 872 o] Foj A
a) 9% (w/w) T2 Z8Z;

b) 78.8965% (w/w) WA FEEZeHE;

c) 0.1% (w/w) F23} 3 =FA|EFq;

d) 0.0035% (w/w) oltlHo|E Z< tlAF;

e) 7% (w/w)e] ZYARE A=, o7jA FYARE EdEE 15 ol R E 9 1% o d&
A =E 23, o714 1F o] RxIeAlYEe FYAlYE BREe] 400 WA 5590 F wEE =
A =

£) 5% (w/w) bl &2,
o714 AA = 2F 0.5% (w/w) ©]dte] &2 E3H3c),

Bdol 71AE =4 A AR AREHE @A, EBe olyg} o5 wA AleF AAE AlxskE Aol #E A4

Wi RQwR opge o dEol mE ZAL ¢

| 2ol Hz= ¥3% FH [Remington: The Science 2
Practice of Pharmacy, 21st Ed., Pharmaceutical Press (2011)]o]A #21& 4= Q).
I11. W9
Hodlgo]l g2 ZdolA, B rjaE S £ 3o A FEEHE F B $IE e 3k
2 B 71AlE el o] gd = drk. B e E UE WA, 2o VAE T4 Ak AAE E
doll 714" el o]gd 4 k. M ol T ofE2 SHdA, e ZAE, FHAE EstE T4
Ak AAE Bl 71AE WA o] §d = Ak, B wHe E gE SN, 2o VAE, 94
EEEA @ oA A AAE Edo VAE wHoR AEE F k. oA F AAGECA, Ed 71
H oqlojeo] oA, B AlE S84 e 19 A FEHE ¢ B F3E EE ugE w2
Aol 71 =4 Al AATE Folrs FES B TAE 4] B84 e 2] Al 8 o £
T3 e SuistE e B ZIAlE w4 AloF AAE ARES ARE dEY HaR A etk oAA
AR, Eoll Z1AR dojo] WRielA, Eol VAlE A E= 19 AT FHEEHE 9 B g8
E EE SustE e 24 VA" 34 A AR FAEHE TES 24U VAR ] 494 e 19
At HEEE d T F3E B SuEE T 2dd 7AE g4 Ag AAE AEses A8E de=
ghoh. oA A AAFE A, A ZAE doje] WA, B VAlE, SdAE 2FEA 2= w4 A
ok AT FAHE TES SAE 2FIA &= T4 A AAE AMSStE A5E gy L8R A &F
ok oA A AAIGFE A, el ZIAlE oY WelA, B VAE, EHAE 2FEA Rv A Ak
AAY FARE 82 GAE THA &2 T4 A AAE AEes AE5E o=z 3y
[[1.a. AEF}S] Y/xEE= AETS]
T OE SHA, E Uy AxE 2o VA" &84 e 19 Ak d8HE ¢ EE FIE EE &
WatEy HEAVE AL 2FE, AEIR] 2/EE ARINIY UES faAYE UHE AT dA]
A AAGE A, B dyge AEE 2 VA" 494 EE 1Y A FEHE 4 EBEE FIE EE §
WelEs TgEhs F2 A e BEAE A Tashs, AR WEE ARkl WES 7447
=S AFEt. A F AASE A, B dye AqEZ Bl AE, @A e 29 AgA FHEH



[0399]

[0400]

[0401]

[0402]

[0403]

[0404]

[0405]

[0406]

[0407]

[0408]

S550dl 10-2106230

Y OEE FIE rE SWgES XA @ h A AAe HEANE NS sk, AEIR 9/
T AR BES AaATE IS Alednh. dqA A AA G A, 2ol AlgE el Rl o
a, AETRI B/EE AR WES dadn. dAH AA GO, el Z1AE dele] Wl i,
A EFFL Bl/HEE AR g

T uE SHAA, & 2 AXE 290 VIAE 24A T 9] AR sEHE 9 B ke e &
etz JFAT7E Ae Eedehs, AXRFE AR S/Es AR BES A2 e Aw
o, o AH AAGH el A, GAAE ol ZIAE Ha Ao AAe Fojg FI AEet HFETh. oAH
AAGHNA, & I AXE 2ol VA", S B 29 Ak s&HE 9 B Fike e 8
Shes EFHA B Ak AlAet HAFAVE AS e, AXRFE AR B/Es ARTRle
WES AaATE e Aledr. A AAGECA, Az o AET]] B/EE AR WEe
gk oAH AAGENA, AEE N AEe|t}.

T O SHdA, 2 IS AEE 2 VAE, @AAE A B T4 Al Al HEATE A
& Edehs, AEEREH AEIR] B/EE ARIIRIY BEE AaATE e AT dAA AAISH
oA, Ao og AEFRQ] H/H= ARTRIY WES HAhFET. oA AAGHA, AEs FTF A E]
o}

oo SddlA, B oy wjeln, Zodl ZiAlE F4 AlSF AAE FoAFomM IN AEE A}
HAEA7= Ae Eeehs, dF AEel 9 AE7R S/EE ARIIRIY] WES AT WHe
Asdek. A H AAFENA, d5 Az o7 =Tkl Bl/Ee ARl WES gadd

EooE SHdA, 2 O I3 AEE Zdd TlAE 4 Al AAY HEAE AL Edehs, I Al
ELol o3 ANEFRRD R/EE AR HEE AT e Aledn. dAA AA G, 95 Al
ol oJF AETRl B/mE ARARRIS] WES gadEr

T OE SHoA, & 22 a3 AxS o VAE, SAE 2FeHH] e wa A AA HEA]7]
T g 2FsE, I3 Az 93 AEIR] B/EE ARIRIY BES ZaAYE BHE A, dA
A AAEE A, I A 97 A ETRRD Y/ AT a2 Aadr

AA 2 AN S, A EFC] B/EE ARIF)S INF-a, IFN-y, IL-2, IL-4, IL-5, IL-13, IL-22, IL-23
2 IL-31% o] Foix woRFY duEnt.  gAF AAFHlA, ANEF] ZL/EE ARIFRILS INF-a o]t}
o A)E AAFEfo A, AJEFFQ H/EE ARIFLS [L-230t).  oAZF AA LA, ANEFC] H/m= AR
7HQ12 IL-201tt.  AA A AA| S, ANEFR] D/E= ARIFSILS IL-17°|t}.

=2 Ak AAE B VA" ANET}H
WA oF 100%, 40 WA °F 100%,
T 970 WA <F 100%, EE A
30 WA < 70%, T Holm of
ok 75%, L Aok oF 75 YA ¢
W%, e Aol ok 59 WX ¢k 20% i Holx: oF 10% WX ¢k 25% 7FAA|

)

FEE mE SR 45478 AL Tehs, EaxcdadaA PB)E lAs: W

ANH NG, B owwe] SR Bol Y SHE wE 0 Ay HEHE dolvh. oAF
AAGEl A, B el SEHEe Bl AE sgEelth. oANH AAFUNA, e Fe AR FE
Foltk,  AAY AAFueIN, e Bdol AR HepAe] WLk AAY AAFHIA, 20 714
2 Qlele] wylo] wjal, EaxcelsEEAE AT

E e Sweld, B ouue AXE 2Ud /A48 344 =5 o) Aok HENE 9 e 538 £t &
MEEe Ess Fa A ARG BEAVE A4S TS, ALelA ExEolo2HeAl (PIE)E oA
e AFAY. E gE SudA, ¥ uWe ALs wdel A 244 b o Ay 5 gHs
g mt SotE Eb SRS EPSA 2t T2 AS AAS AEAVE AL 2P, ATM T2E
elzeEA (PIE)E oA e ATl AAH AAFHUAA, BYA] Fe AR FaAFIt. o
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[0436]
[0437]
[0438]
[0439]
[0440]

[0441]

[0442]

[0443]

[0444]

[0445]

[0446]

[0447]

[0448]

[0449]

[0450]

[0451]

[0452]

[0453]

[0454]

[0455]

[0456]
[0457]

[0458]

SE53 10-2106230
(w/wyeltt.  olAlA AA|elolA, el AV dede] way, z2dd F2F9 2 <F 8% (w/w) WA oF
10% (w/w)oltt.
AA A A FE A, dele] 7] wete] w2, X o F2 < 9% (w/w)olrt.

= 2]
oA AAIFENA, deje] Y] detel] mEw, Z2dd =z Fe 9% (v/w)oltt.
= 2]

A AAIFENAM, fleje] 7] dete] mEw, L

|
rlo
[
fr
e

23 =2E USPoltt,
AN A DA FE A, dole] 7] detel] mad, w4 Aok AlAlE FEAE FUhE E3RI
AT AAFE A, dele] A7) weEtel mEw, o7]A fshAl= Al s ERlEolt,

AT AN G, dele] 7] et i, o7IM F3Als SAldE =Y, SEAYE SdE
AA ARG A, ool A7) dete] maw, SEAE S=] e oF 3% (w/w) WA °F 10% (w/w)o]
A1 A G, dolel 7] gt mEW, FEAldE E=e] 2 oF 5% (w/w) WA °F 8% (w/w)ol
AT A G, dole] 7] gt mEW, SEAlYE E=e] 2 oF 6% (w/w) WA °F 8% (w/w)ol

dAA AAIGEH A, Aol 7] dEte] mEW, M E EdEe] 2 < 7% (w/w)oltt.
A AAJFEe A, deje] Y] dEdd mEW, FEAYE EA=e 2 7% (w/w)oltk.  dA]F AA]E
] = B -9 g-ZgAg = NFolut,

A AAIFER A, Aol 7] el mEw, SEAYE =] o 40% (w/w) WA °F 55% (w/w)= E

AAA AAFHOlA, el 4] webe] mEw, #a Ao AdE AsAs Frhw g, da4
ARl A, Qlele] gr) el waw, ergsiAli o"dvelu e Eetel A EA i 18] Aoy 5 §H
| weel mEw, ogArioln o EAe] JEF ¢ wE 2

=u

—~

)

A A1 AAJFEo A, deole] Av] dehe w2, o c]oll | Efol A EA s 19 A FEEHE ¢
o k& oF 0.0001% (w/w) WA °F 0.01% (w/w)olth. dAA AALe] oA, dole] 47| wete] uwp=d, o
2

[}
olRlH EfolA EAL Bi= 19 AloPd &85 o] 2 °F 0.001% (w/w) WA °F 0.01% (w/w)oltt.
g

A ARG, i) 7] et mpEE, o
[e)

= dAtjolulH Egfol A E4L I 19 Al 38y
¥ 9F 0.001% (w/w) WA ¢F 0.005% (w/w)o]tt.

rir
2

lo 2

AlA AA g A, Aol 7] wete] wEm, oddtjoluE EfolEA s 19 Aok HEE= A
&2 2F 0.0025% (w/w) WA <F 0.0045% (w/w)o]tt.

lo 2

AA AAEEC A, oo A7) el mEW, odiitoldH EdtoA EAL B 19 AR &= o
2 2F 0.0035% (w/w)o]Tt.

lo 2

A ARG, ol 7] wetel] R, dadvolmeEneld A £ 1) AobY e 3
&2 0.0035% (w/w)o|tt.

Lo 2

qAIA LA FEN A, deole] Y] dEtel mE, otHolE Z4 tlAE USPE] 2 0.0035% (w/w)olth.
A A AAFEAM, fleje] A7) detel] mEY, PASAS FIER LRI

A A AA Gl el 7] dEtel] wEw, il

Lot
B

Ir
[«
1o
N
£
o
3&
oo

HE= 9 9 iz, 2 19



[0459]
[0460]
[0461]
[0462]
[0463]
[0464]
[0465]
[0466]
[0467]

[0468]

[0469]

[0470]

[0471]

[0472]

[0473]

[0474]

[0475]

[0476]

[0477]

[0478]

[0479]

[0480]

[0481]

[0482]

S550dl 10-2106230

nﬁ

E2 Tgetel, $E STBAETA, okimEny B 19 Ay HEsE 4, okimEni 2oy
o=, s AZHAIIE, 2,4,5-Eel HEEA R EAE, 48] Z A2 6-C-tert-Fhex, w2
By, Fololet 7, 2y AdelE, HerTeued, tesd Henzedoels, tert-RYs =R
% ExslE ) e B For ofFeld Tomie Muar),

r

A1 AAFE A, dele] A7) wetel mEw, &tskA
oAl AAIFENONA, dele] A7) ehetel] mE, FAts
oAl AAIFENON A, dele] Y] dhetel] mEw, FAts °F 0.05% (w/w) WA °F 0.5% (w/w)oltt.
A AAIFENA, deje] Y] dEtel] mEw, @ °F 0.1% (w/w)oltt.

AT AAFE A, dele] A7) el mEw, akskAle] 2 0.1% (w/w)oltt.

Al AAFE A, ele] 4] weEtel mEw, ksl e
AT AAFE A, dele] A7) wetel mEw, ditsiAl= HE
QA1 AAFE A, dele] A7) et mEw, AsAlS FrtE EIT

AN A DA G, dole] 7] dhetel] waw, AspAle] k2 o 2% (w/w) WA oF 8% (w/w)eltt.

AT DA G, dole] 7] bl wEw, AdskAle] 2 oF 4% (w/w) WA °F 6% (w/w)elrk.  olAH
AAGFHNA, dele] A7) ehetel] mEw, AshAle] e oF 5% (w/w)oltt.
k2

oA AAIFEN A, dele] Y] ehEtel]l mEw, AFEhAle] k2 5% (w/w)elrt.

rir
1z
e
b
&lr
JHU
rg
o
o

,ﬂ

>
Lot
2
lo
o2
rlo

°F 0.01% (w/w) WA °F 1% (w/w)o]tt.

12 >
2

o o
2, 2
lo 1o
o2 o%
fo ro

AAH AxFEel A, glele] A7) Getel wew, AsAt W, dhebd e, sha @ suulaE gam of
Sol7 FonyE MUt

A A AAEE A, lele] 7] dEtel] ut
A A AAFEA, Qdole] 7] dete] 2w, AshAl= mhebd gk NFolth,
A H AAFE A, dole) 7] detel mh=d, AshAl= 5% (w/w) ek 2k NFolt),

Sl A A AAgEel A, glele] g7] webol wEw, BAAE 5-(4-Alohm| A )-1,3-1) 5 £ 2o 1-3 2% A2, 1-
MEAGRECIT. o AF ANGHelA, glele] 4] wetel waw, BgAel FE ok 0.1% (ww) WA o
2

AA AAFEel A, Ao AY] dehel] mEW, 5-(4-AlolkHHA])-1,3-H 3| EE-1-3| EFA-2, - FHAL R
2 2F 0.1% (w/w) WA <F 2.0% (w/w)oltt.

ANA A AAFE A, e 7] wehe] wEW | 5-(4-AlobeH 5 A])-1,3-H 3| ER-1-3| == A -2, - SHALE
£9] 2 2.0% (w/w)eltt.

ANA AN FEAA, lele] 7] wetel 2w, AAe] YA AEgetEelth. oAH AxgHdlA,
g9 g7) etel waw, A hHAE WA A= EehEeld,

A AAFE A, dole] 7] et mEd, AlAle] U A= WA A EE2HE USPott.

AAE NG, A Ak AAE a) 5-(4-AlohmHA)-1,3- T ER-1-8 EH A2, - FALE ] b)
Zegd 2925 o) P98 AESAETA; d) dHHIE T UAF; o) Hw B o FYAYS; 1) e}
A st % o) WA MEZeEOR o] FolHt),

NAEH ANFEAA, Fa Al AAE a) 5-(4-Aobws A )-1,3-0)8] = 2-1-8] =S A2, IS AL ES b)
ZREH FeE o) FEE SEFAERA ) oldEHelE Ze Uid; e) B B H- AR ES ) det
H gx; @) WA HEESGEOZ BAHOZ o] Fo|HT),

pul

AH AN FEON A, Ea A AA
Z2R 2e2; o) 29 EsAE

a) 5-(4-Alopmd=A])-1, 3-8 E2-1-8| =5 A2, I-HIFALRES b)
i d) elldlElelE Zg tis; o) Bk B Y- FYA=; ) g

" rlr

=
B ogn; L g WA AESNES T
A AAFENA, Fa Ak AAE a) 2% (w/w) 5-(4-Alohed5A)-1,3-T 8 ER-1-5] 22 A2, 1 A}
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[0483]

[0484]

[0485]

[0486]

[0487]

[0488]
[0489]
[0490]

[0491]

[0492]

[0493]

[0494]
[0495]

[0496]

[0497]

[0498]

S550dl 10-2106230

™

BE; b) 9% (w/w) T2 2EF; o) 0.1% (w/w) FE3} 3=FAEF<; d) 0.0035% (w/w) oltlEHoE Z+
& HUiE: e) 7 (w/w) Ex 2 - FPAYE; ) 5% (w/w) F2ka &2 2 g) 76.8965% (w/w) WA HE
EHEOR o] R},

IA1 A AR FE A, =24 A AAE a) 2% (w/w) 5-(4-AlofF5A])-1,3-T] 3| E2-1-3] E=FA]-2, -4l A}
25 b) 9% (w/w) Z2IA ZFF; ¢) 0.1% (w/w) FE3}F 3| =FAEF<N; d) 0.0035% (w/w) oldHHolE Z
HaF; e) 7% (w/w) Ex 2 o- ZAEs, 9714 40% WA 55%= ExgAg=ed; ) 5% (w/w) &+
oy d o) 76.8965% (w/w) WA HEESHFOR EAHOR o] Fojxtt,

2

A e

AA A AALFE A A, a4 A A= a) oF 2% (w/w) 5-(4-Alob=F5A])-1,3-T] 3| = 2-1-3| EFA]-2, 1-H1 5
AAHRE; b) oF 9% (w/w) EZ=2IZA Z2F; o) oF 0.1% (w/w) HE3 S=FAEFA; d) 2F 0.0035% (w/w) ©l
dElelE Zg tid; e) o 7% (w/w) B B o- SFAE, o714 40% WA 55%c R =Y f)
oF 5% (w/w) whehd &5 2 g) oF 76.8965% (w/w) WA HEZ#HEOR HAHoR o]FojHt},

AA A AAFEA, A A AAE a) oF 2% (w/w) 5-(4-Aobd 5 A])-1,3-T] 3| =2 -1-3| EEA]-2, -5
APRES b) 9 9% (w/w) T2 ZE; o) 9F 0.1% (w/w) FE3} =FAEFA; d) 2F 0.0035% (w/w) °
dEHE Zg Uas: e) &F 7% (w/w) Ex 2 o= A=, 9714 40% WA 55%% Ex=IAE=9d; )
ok 5% (w/w) dehal ek 2 og) oF 76.8965% (w/w) WA HEEZZEOR o]Fojxit),

ANH AAFEANA, B wHEe AEG gole] 3] wel mE =k A AR} BEATE A

=
AEFQ B/EE AR WEE FaAE Pl

o
5|

Fohe,

ANH AAFUAA, B ouge SR AR FEF gle) B ael wE T A% AAE Folshs
A% TP, BRAA dF4-vd JuE A@ss Yol
ANH AAFAAA, Al 7] g we] M, AFY-w Jej Aol

A AR Fae] Qoo 4r] adel wE Fa A AAE Folshs
z) Sk

2o dele] A7) Gl mE =& A AAES Folshs

i)
oF.
rlo
ol
N
>
>
2
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[0507]

[0508]

[0509]

[0510]

[0511]

S=50d 10-2106230

Cu A Y (K-a Heh)o] Zae BZA(Bruker) AXS D8 o =Wl A(ADVANCE) 3| A A S Apgslo] B X-A 3
d S FYEGltE. Al 2Hdd= 1A = Al 2.5 F fﬂ &3] e, 2a F2 2.5 F &8 &9 H
A% &89S ARt 3dE WALAS " ofo] XE A&7 o AEeteth. X-A 3 AY 2 ol
E 27 40 kV 2 40 mAR AAEFSAE. HolHE 0 037E4 28l 7] 2 1920%2] =¥ AJ7FS A}LEEke] 3.0
WA 40.0% 2-AMEFRS] Cu 3ol AER-AE S24712 #3350, AES @ #Haghs Sy olF ¥
oM Azxsti, £ B¢t AU, HolHE BEA yZed ZA(Bruker DIFFRAC Plus) AZE o

(M4 9.0.0.2)5 ARE38ke] 38k, EVA T2 Se]2s L ESo]d

olg] BA& AN,
PXRD dleolH Ide 33 @A Mo XAk ZJth.  EVA AT ESojdA Iz g dugFs
1

ARgate], 19 9 g R 0.39] F e ke AdYE 9aE ARt ou] 9aE FEegit. AEstd @
T FHES AdHeR Habete] fads AEStaL, ded 4ol FE o A4S Ad AE = 2%E
Zte a8 dubdor desgith. ZalEA Y ook dAF dAs dEgEA] Fdth. USPAlAM
H¥ PXRDEH-E O] ¥ 919} vk AP o= A +/- 0.2° 2-AE (USP-94D)elrh. Fel 1, 2 23
W Add ¥3 9YLe ® 130 @A ® 4% A FE AFIS EE 5 ol Y 1ol o vaE o
Agth,  dE 50, 6.0, 12.1, 14.1 ¥ 15.4 93= AYAEEY dEc. 53], 93 6.0 ¥ 15.4% vt
AT AdE Aot

% 1: e 1 APIel digh PXRD 3 & HE 93 AxE 5ZARA 935 e
= B A=
6.1* 100
12.2 14
14.2 9
15.4* 31
16.1 6
17.7 2
18.2 46
21.5 11
23.1 5
24.3 8
24.9 12
26.2 61
26.5 7
28.5 12
29.1 3
316 7
31.4 17
31.7 7
32.8 2
33.8 3
37.0 2
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[0512] ¥ 2: Fe 2 APl th3 PXRD ¥ &5,

% d A=

24 %
7.1 6
12.3 12
14.3 18
14.9 4
15.5 2
16.4 13
16.7 75
17.7 43
17.9 7
18.4 10
20.0 8
20.9 100
21.4 29
21.8 36
22.2 5
22.7 59
23.2 30
235
24.2
24.9 31
24.9 26
26.1 11
26.4
26.5
27.1
27.5
27.8 15
28.0 32
28.8
29.1
(0513] 30.1 10
31.0 3
315 5
32.1 3
337 3
34.4 2
349 5
37.4 7
38.9 2
39.9 2
43.1 4
456 2
0514 46.5 3
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[0515]

[0516]

[0517]

3E 3 AZAIRE ) 3 APIe] digk PXRD 93 H5.

7

2 AJEt°

13.8
14.3
15.8
16.4
16.6
16.7
16.8
17.7
18.4
18.4
18.8
19.7
20.8
21.4
21.9
22.7
23.2
235

23.9
249
26.4
26.2
26.5
271
276
27.9
28.8
29.1
31.4
32.3
34.9
37.3

A A=
%

13
13

15
12
100
13

16

8@00000)03-&—\

D NN OO w O

_32_

5

10-2106230



[0518]

[0519]

[0520]
[0521]

[0522]

[0523]

[0524]

[0525]

[0526]

S=50d 10-2106230

34 AYARE FE 1 oFE AlFol oI PXRD 93 5=

7 Al A=
2 Agp° %
6.0 89
12.1 11
14.1 33
15.4 100
16.0 17
17.7 6
18.2 40
18.6 2
215 33
23.1 6
24.9 37
26.2 87
26.5 14
27.6 2
285 33
28.5 27
29.1 7
31.0 6
31.4 11
317 9
31.8 8
32.8 3
33.8 7
37.1 3
39.3 2

2. FH 15 Alxdte B

AYAIRZFS 70T A oA EAL (~
]

3.5 vol) o] &3|A1Z1 3 °F 0.75 vol B HAvlelqrt. EIE
(H¢: 58T WA 63C)= WAL 1

H
, ZEARE (1% AP + 102 A"Pala, tgF 1558 59
FASAT. ool WL EFES 45 U] 603 /7ol AH 50T (£ 3C)E WA T, FAg
98 U7 eher BEAgel o muUHZT. ololq, wg EREEL 3 UX 5A% (EA:
4 w

27 20T (£ 5C)2 F7k= 47A7]aL, Add S0 =23 wj7bx] epnt S Wl o)

o

o

N

o 2AE oFsta B9 3 X 2 BHE AFHslaL, 45T (+ 100)oA AxAZHY. T 12 %= 20 e 1
PXRD =¥Eq] 9 = 4: P 13 SHE AYARE oFE AF 9o REC] PXRDE gt

3. FH 25 Axst= U

LAREE T0CIA SAEHEY Fol SAN13 G 2 Yol B Sl Wristslon, B 29 S
4 QAe FEUn. E2 9 E 3 e 1, 2 @ 39 PXRD 2 ERS FEA,

= 04 gu) d7n oY oplHClE, WY o AE W ug tert-5d o=y

B we 5 GEA 23 SolARE BAHUAY. AYAEE g 1 ¢S 5T oHE
Ed Fol &322 F, A&t &5 7 coﬂ*ﬂ SvlzA of3tEe] Hrbedivt. A" ER=ES R

BE gAo|dar, olo] e 111 A= 24 v 2 m A] J315dth.  o]olA], EIES 20T/hE F9 2xz

YA 71aL, A aRkek ik, Al o whell 94611 El Al71aL, & OEF 2 b2 AlFslT. AAE 20413
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[0527]

[0528]

[0529]

[0530]
[0531]
[0532]
[0533]

[0534]

[0535]

S=50d 10-2106230

ok 9 RN AF el A=A the, XRPDOI ol3) BAske] P 1119 AL SAsAt. ® 20 P
Bl 1, 2 2 39 PXRD AHEHS Hxsr}
g} A

AARES A-AASeE Aol Ause Fo 5
ofUTt. 10% w/w Z¥he] AARRE EalE AH 10% &g dfaca 71gste], HE
o= AlE AA Foll Hol® 1% AARES B & e SulE AEshsE ASHAT. 105 & T
AR GEE A Brbel o 10% w/iw 23] AHARE §sl=s FAsy] Sjs Ariekglch
A gule) BY &sls FHH o2 HPLC o8 ATt ® 58 Fxdrh

shbe #4719 g F s gesE A
]

i 50 AYARE FEf 119 &8 AT

& PR HPLCI ol e & 5f =P
(% wiw) (mg/mL)

EWUAFE®P, NF 28.6% 21.2

a9l FeF NF 25.9% 356

> =299 &2 &, USP 24.0% 274

L4l =& (PEG) 15.0% 164

400, USP

Zzdd  JLEHLU 0 E, 9.9% 96

NF

tol Az olt)dlo]E  7.7% -

<Y &F, NF 2.3% 33

o g a4y 1.6% 21

S| =S A| 2ol o] E

oAz EPuPsHolE, 0.6% -

NF

= # 4k NF <0.1% -

— AYHA wE
a. ZAANLE BFA Fo 2
b. EUXFE P ol 9l Fe¥ waold del2st $5

10% w/w 23] &3l 2718 FFA &S T3 50T 2 40T/75% RHNA 79 FoF A7 3 80% E3}ol A
AYAIRE £ 5 PIE IS FGrigozA AALRE HEA (compatibility)dl sl H71akd ).

7% BE gl F 3% (ZEAW FeF, Z2Ad 2RvelE ¥ PIG00)S] AUARE §e HeE 1
& Zyetol, 28] Fo BARS HEIG. ol 3% F, Z2Ud 2T §9e b Be Aud ¥
% b we MRS RS st 4F9 UvA §ujel ALAuE gL BE Frlo BB o

BRi AL, whebA, el A wiAlE T (F 6 FE)
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[0536]

[0537]
[0538]
[0539]
[0540]

[0541]

[0542]

[0543]

[0544]
[0545]
[0546]

[0547]

s==4

10-2106230

E 60 uget &uite) IFAEE A3
EAE 9= 9A)
£+ ES:) BerE2  BEE{ BEE3 =
Zzdd FF,UsP o - - - —
7%,40°C/75% RH 0.0 0.0 — 0.15
74,50°C 0.1 0.1 0.26
ZzPd 2R Y0IE T, - - - .
NF 74, 40°C/75% RH — 1.3 — 1.37
74, 50°C 0.0 2.0 — 2.08
PEG 400, USP To 0.2 — — 0.27
74, 40°C/75% RH 0.7 0.0 — 0.82
74, 50°C 0.9 0.1 — 1.09
449 F2]F, NF To — — — —
74, 40°C/75% RH 0.1 0.0 0.1 0.30
74, 50°C 0.2 0.1 0.3 0.74
EWAAFEP,NF? To 0.1 — — 0.12
74, 40°C/75% RH 0.2 — — 0.22
74, 50°C 0.2 0.0 0.1 0.47
29 4= NF To 0.4 — 0.0 0.53
74, 40°C/75% RH 59 — 0.1 6.02
74, 50°C 9.1 0.10 0.2 9.48
o g &2 To 0.1 — 7.8 7.97
74,40°C/75% RH 0.2 — 11. 11.78
74, 50°C 04 — 13. 13.81
RRT, 4l A7 AlIE -, AEFHA &2
a EWAFE PE v Ed ZF2E ExdE e =29 55,
oAl A=
HEZZE #olxa Yol 48 Zzdd 82 A4S @%ﬂ%~ﬂ1§-%@ﬂﬂ«%s,@@@:ﬂ#@—ﬂﬂ@
w3 (HLB) %k, d87tsd Ag s Agd 9 d5H 73 5895 2= faAE FAshr] Ss A48 F
YAt 55 78 ANHEA Ul 4-69 HLB #S 2t F3AszE 7= ,4%Q AAA FekAl: 22
3.8, 3.7, 4.3 2 3.89 HB #< ze EZx- 2 g-2gA4zl= (DG, A20g AaFSYddolE, L~=ug
BeggdoE 9@ FAY RS EE AgARE A3 gial Hrlsiglt.
AR ES 7M7Y vg}xﬂﬂ A7k 2299 FEF Foll §aAIH o, o &9 EE FEA dgds
Al 47+ e 100 224U S, 2% Jawii 9 5% F3AE HekeE A AANAY FF
I gk TS5k *é%g 79 FF 50TCAA A F, 15S AYARFY Edlol di&) 2. A
St AzE ¥ 7o) 29kH
E 7 et fEAe APAEE A3
H-5}A) z=A BEaflE (% ¥ = H4)
BEE X B
B g2y 791, 50°C — 12
A2 e Al 2~F) E-lol o] E, NF 74, 50°C — 13.2
AN g L8 oo] B NF 7 ¢, 50°C 0.45 8.4
A4 Zlol o] =, NF 7 Y, 50°C 15 18.9
-, AEHA &2
a AAE FEAHE RsdHolg o ERZA 39ld

oAt Aol hel 2716l BohE M6 SFES w-FHA
S, Age 240l

24 ZRlE A



[0548]

[0549]
[0550]
[0551]
[0552]

[0553]

[0554]
[0555]
[0556]
[0557]

[0558]

[0559]

[0560]

[0561]

[0562]

S=50d 10-2106230

g-2gMlgl=, NF 3484 8¢ Bo d3s A F3sttes S 45y, oA, ol MIGEA EYo
719, AAZ s 93 wgog H-FAA MGE FEAE RxsEHolHolE, NF (AE JdYEE
(Sasol Imwitor)® 491)¢ FAA SFo= At v, A& dYEER 491 Ed 53 EA4S
R, ol MG GMS Abolel i@ Rw-FeAEs R o-FeAgse gold mER A% AU s
o] STt
vkt FAM 2L H-FAA MG R MS T3S FEHR AAEE A el Hrbskig.  #3kA 3
7HE $la)
(a) a1 &4 Ao &M 2 g APAIRE, 8.91 g ZEZA FYZF, 0.09 g & 2 0.1 g BAE A %3,
(b) B4 41 1388 344 0.6 1383} &3}3haL,
(c) AMEE 79 B9 50Tl At
AgAEE H3Ad A3eE E 89 AlTHTh
¥ 8 AAH F3A SHHY AR E T4
FAN  mErogdges  TAE (%)

FFY(EA) 53 A} S (%) B ELE 1

Ut A® - - . 0. 0.

el A (AU MDG NF 5 0. 0.

ot oojal (=Y AMlE MDG = 4 0. 0

Ak%(ﬁgﬂgg®4gﬂ GMS NF 9 0. 0.

A (29 ==®g00k) MDG  NF 4 0. 1.

bt (BFP® 74K) MDG  ¢l& 4 0. 1

Fhepit (BFP® 74E) MDG  §l& 4 0. 3.

opnjel (#=z5® mcmy MDG  NF 5 0. 2

Z3 B? - - - 0. 0.

Y2 :EU®ems vy MDG NF 5 0. 0.
GMS, ZEAMY Bx2Eold ol E; MG, Bx-2 t-ZZ AT =; RRT, Ad AF A7
-, g gl
a & A= 2T Bt $5 0% T8 FEUE A9t B f3Aet TEoR £33,
2ae- 2 g-ZgAg=e gF 3EY9e ols oA 24 stel AgAEEN 38715 E HTAS YER
o ]Zqo] TFLe 7| E A (Gattefosse) (A (Geleol)™), <u} ofo]AL(Alfa Aesar) (FHAE Ex
~Holg ol E), A& (UYEE® 491), AL (UYEE® 900K), ZFeb9r(Caravan) (BFP® 74K), 7}&hyl (BFP
® 74F), O]—H]Eﬂ(Abltec) (FFZE(Capmul )® MCM NF), &1y *~(Cognis) (FEJWU(Cutina)® GMS V PH)E *3F
st - 2 o-ZP A s, NFE FAA A, B @, 38Hd 444 2 d9E 73 e VxR )

o APARE T4 Ax
orA kA A
gy ZFEFE

(protodeboronation)ol ¥&}e],
449 F7H Jlde] AU

gulel o

1%7F 22 gA9
Add e At
AYAIRE dAx

L 2% 9% FEARA AeH g,

A, x7 98 AdE 53 9Rasas
Ao wpge) garel Aol HrbA Ao o
6 PHe E oo

TS aey, B 9 Bibe] @RAFAY SR gaAvle dEe 2 odEA st

ey, 2AY-9 2a B, madd 2T 3 2 EAE TANRE Gd 1 (304 984 2o &
A gargom, o= FAM A TAS AAGE. A, B3 BN 23S TYNRES FEI
PAFAA AL k3, webd distd sz} F7ac

JdlElolE 7 U2F (EDIA)S TS %4 A1, 2% ASE A7 5U3 R34S ol gake] kg 4



[0563]

[0564]
[0565]
[0566]
[0567]
[0568]

[0569]

[0570]

[0571]

[0572]

[0573]

[0574]

[0575]
[0576]

[0577]

S=50d 10-2106230

Z AA ol A RA thkst FEoA Frteky k& AE AAE = o} 25T/60% RH 2 407C/75% RH
oA, 4L 12 &7] U AaEHI 553 (Pﬂﬁ%é UB-S 2] e AL A3 60-g H|vlo]E FH
E ¥§sle], v S8 FHA Bt

B7b AAE AREE <Hd3kAl: 0 ppm EDTA, 710, 24 ppm EDTA (913l 77), 90 ppm EDTA, 450 ppm EDTA, %
0.09% =3 0.10% BAF (AaL 26%} T3k, GUS WAl MDGE o] &3hwte] AeAtE w4 dar, 209 ols
Tk, 60-g FPUOIE FHO|A ‘li7}‘i‘r‘E14 Aib= & 5 % 6ol Agdrt. 670E Fol, tgsAE 23
A = AARE 40C/75% R =104 ) & AARE e 2 A AAS dEhlila, o vl A
i 76 A (Pt =A & B e AT &ltﬂ otg 38l & ¥hi= 24 ppm EDTA 2 90 ppm EDTA F=FoilA] 22w
ATH. 24 ppm EDTA A|A] (AL 27)= F54 02 o4 Aol o] &5t

b

-

BRE
AN 1
wowge) w2 Ao} Al A

b wigt &71elA, WA sEEehE, dtebd o g B 9 HISgAE=E 70-80CE Tt d&How
ZeAy Zgebds F7hski. o] EFE 22X 70-80TE FAHJer, EFELS AgHow ggEal
7dg Aow yepgrt, =Zade] wwd 37, L5E 70-80CE FAsHA 23 =2AERAS HU}
stal Bt gAY, wwbeuA, EFES 40-46CTE YA, oFE &9 A4S A wziA] §A
SFAT

23} WG 7100, 40-46TE HAshY AxHow ZzAe EFSUA odHolE A% UAFS T
ZeZe] A7tSAT. o] EFR LE: 4046TE FAHYCH, EFRL LA S FAH 3
o Yehgth, A%H B33 @), SRS 40-46CE FAFWA TeARSS Frhske] gAML

oF% g9 4 80 W4 BHE B olAsan, 29 Yol HARAL. olojH, LEE 40-46TE FA3EA
0% 5 #AFAY. HF 24Be 74 At £58 WA Zede] S¥ @ 55T WA

BE JRe 394 BRI 2% dAx AlAl, 28 37 Aol neh Azekga, ol sy AR 2t

A B Z % wiw
EEIPEE 2.000
z=ad S5 9.000
wegk 5| ESAEFA 0100
Re-gly-SyAgs 7.000
vhefel of 5.000
WA E =g 76.8965
el E Zf tihH 0.0035

b) ZPAES E3eHA = =4 Al AA

A 10 oD A Az
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[0578]

[0579]

[0580]

[0581]

[0582]

[0583]

[0584]
[0585]
[0586]

[0587]

S=50d 10-2106230

—
jus)

2w g 8] dom wadley Fishua WA HEZSE, Ty o 9 =

%EMEV:E 718 Pﬂv} o] EEY 2% 70-80CE AAHAeH, EFEL A4Ho ]
Ao vetgtt, Zgdy wdteldA, L2 70-80CE FAStHEA RE3 s=EAE

star Este]l &M wwetAA, EFES 40-46CE WAL, oFE & g AU

S
EiR A=
A 20 &) o] A=z

b

e
=
FUT

gud

=

N
-

N

i

27} wigt 8704, 40-46CR 7tdat d%Hon Ay EgHeluA o
= 40-46TE FAELe

Ze) 2o H}sln). o] EdE o

o= yEhsith

A 30 sk

&l & 80 Wil BElE TR oeta, oo gl A R, ool £EE 40-46TE FAFUA 108
ok ARSI, AT 2AES #4 At 59 WAz Eeua 25Tz YAz

RE Awe TAA FHCIAM. 2% A3 AA, YE V] Aafel whek AlxaGiar, o ] dEs Zetth

B Y % wiw
z2dd 29F 9.000
HE gl s =2 A B4 0.100
R e L 7.000
Shera o 5.000
WA | E = E 78.8965
ool E ZE Hasw 0.0035

Al 2

2% R 5% AAIEE Al tiE 5 AE-
#

A AL A H RS AA T AYAEES] AlFddad HFE ST, 20 AARE A9
AAL, 21 2 5% AYARE A" AA, 229 242 7] Alsdn. 21 B 22+ & 4 Vs 58 29 M
12/399,015 (W)= 53 70 W& US2009/0291917) 2 PCT £3] ¢ H3E PCT/US09/036250 (PCT £3) F7] H
% §02009/111676)l 7§ €t}

3k 3
2]

_38_



[0588]
[0589]

[0590]
[0591]
[0592]

[0593]

[0594]

[0595]

A Z1 % wiw | Z2 % wiw
AYALR E 2.0 5.0
/=R e R 0.15 0.15
3% 257 o} 0.03 0.03
ZE g RaxHolgolE | 8.0 8.0
SE
HEs) 3| == A BT 0.02 0.02
odl e ol E YA F 0.05 0.05
# & TR-2 0.25 0.25
FTERE SEYZ10 0.20 0.20
25% EZo}ql 0.84 0.84
zEad S 50 50
LY 7L 10.0 10.0
Y ok 10.0 10.0
WA okt 2.0 2.0
o] Az 23 o}r] 7 o] 10.0 10.0
A QS 100 | QS 100
25% EZotyl &
AR % wiw
EZolyl 25.0
A A5 75.0

MBI ARA 5

A 1d ool Az, AAe], Az WNE
Z3n, FREIY Bepag

C BN ABA B, F S

717F Z, 3HgO (NEN, A% ojARSEA =3 sp. Act.

op AUy, % BE LA
=

K3

s

A A7}
ofo] a4

H &
R
h=)
4
X,
D

2l Ok)
2
—
o
9]
-
=1
o
o
o
—t
=
=
0Q
w
o
=
=
o
=}
Z
i
=
o
S
S
=
=2
R
RO
N

WHEsasidel el
. J Invest Dermatol 1990, 94.525]
~ 0.5 pCi/mL)E HAH 7]
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2L
52
N

ot

-

.Ol[
N e

2
H

rr

544 24 0BS), ol
700 s A %mi E

13 g0z §37HA
£ oA 3y 3

17+ (0.5-1A171)
o] JF-o] AgFol| HA

S=50dl 10-2106230

= Ag
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[0596]

[0597]

[0598]

[0599]

[0600]

[0601]

[0602]

[0603]

[0604]

[0605]
[0606]
[0607]

[0608]

S=50dl 10-2106230

S|
&

ofj

sto] w=EHE

e
5

AAZE dol=s ah3ltt (H=f 250 - 500 pl). 5% Foll W0 4 S& A,

30%ol FgAl §AS Fsta, A AY Al @ WA d] s B Hoe EF7 1.56

A A 2ol wd

Fo 9 AE 54

2ol AAo], Fojd BES FHelw, AF &4 0.1% EF(Volpo) E3F 0.1x PBSY AMEL gHo= thA5+S
o HAYE Tdx AZRE AASY IR Xy xHoRo] 4% IS FE5GY. olojA, ZE AA
25 uL AA/en 2 ARSEE Ag® AU AL AFSate] T AW Hgagnt. Folge e ¥
ZE HE AMgsle] W] Ax] AR, AL 5 WA 108 T, Zdx Ao Iy BES At
TS FHAse7] ok, AMESHA @S W Fo &9 &UE npR Ha, a7S Fo B ed § F
AR st FoE Vel

o] S wg-Aed Az (4, 8, 12, 24 2 48AI7H) ), A §AE HAF AAS L, M2 AF £9o0= O
Asta, v 24dd F3 FHAS 54 4S8 AGsgd. EE AES 2 ol HY-ZFX nloldR
T H.(Boil-Proof Microtubes) (&FA]Z1 ARe]AE]H (Axygen Scientific) MCT-200-C)ell 45 0]'93‘3}.

FolEA AR, B4 WHE YT £ b AReR she Bde 282 B 8 s o
o Ae] o] §7hssoltt,

AT AES FU T, EWS oMEUEDL 23] (47 0.5 0l ¥3]) AH] 3Fe] EHORTH HF
S AAE g, AR F, 99E 108 o8 Holx ~EFRste] (Euzmol(Transpore)® Hlo] L,
) 4AFS AARGY. ol AEYL opMEUED FoAA WA FEHT. olold, W¥E W=y

B AAsta, #y 2 Az Fdsigiv. A4s oMHEUER FTolM WA FESiv. E=g AT
ZEAC], A FE (Fo] AU 2 A P)E MEUELR AEHor P7n, UG A WEL &
A AT

A1}

71 2 720] Wik, 48A%Fel A QI AMA dR-E T & ¥ FAF= s Aledn

Z1 Z2
Hat +SD 113 067 [4.57% 3.51
3 3ol A}, wolx| o 379 W | pglem? pg/cm?
AAld 3

2% AYALEE il 73 2 5% AYAIRE A 749 3 -5 A F-

7F A AMA FF-E S 2719 A AA T AAEES AlFH AFE %—ﬂﬂ"ﬂﬂr 2% AR E
I AA, 73 D 5% ATYANRE AT AA, 749 =L 7] ATACH. 73 ‘;‘ 4= F o ule 53 249 W
12/399,015 (1= E3 &7 W3 US2009/0291917) 2 PCT 53 &9 W3 PCT/US09/036250 (PCT &3] 374
& W02009/111676)°l 7R A E .

°l

d
e
il
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[0609]
[0610]
[0611]

[0612]

[0613]

[0614]
[0615]
[0616]
[0617]

[0618]

[0619]

[0620]

[0621]

[0622]

[0623]

[0624]

[0625]

S=50d 10-2106230

A Z3% wiw | Z4 % wiw
AR E 2.0 5.0

g alal 5| == A Ag ol o] E |10.0 10.0
Y o= 10.0 10.0

A o) E B2 78.0 75.0

73 B 740 i, 48A]3Fe] A QIZE AMA| ¥F-E FF & A¥] FF= 5] Al

o

ot

4877k AR A A ARE EG AARE] AE FAF (ng/en) (L)

Z3 Z4
H + 8D 3.80+0.87 |4.431£1.81
=3 Fo] %}, ol 4 @ 379 wuz, | Hglem? pg/em”
Aol 4

2% AYAIRE A9 71 2 2% AYARE A Zo] tiE 5 AlE-

o7t AL AA ¥HE E3 2% AY AA 71 © A AA| 7 F AGAEREY AFAY AEE =AY ).
2% ATAIEE 3™, 719 AL AAd 20 ZlA"E. 20 ATAIEE dal, 79 FAL AAd 19
HERA=

5 AZ & Tz AFEA

QA17F AAL] AbA| ¥HE= dEAX~(Allosource) (6278 AR~ E&Zo] A Z(South Troy Circle), AHYL, =
ZHEF) 3] FFEHUZL, AT w7FR] -80TC ol A xiﬂo}oﬂ‘ﬂr JEEdHE Fe FAE tEF 500 pm
Stk 3N FAREFEEH IF HEe] wWulslk Pt gl A AR IEE AT F ARSI

Al Ak

1ZE AAAL] Al HHE-E AFY oA -80ToA AAsF Y. HFEE v sl LAFHOE &F AL
(PBS) (37C)dl @wozM dlssta, 499 7IA4d 394 Ex &4 dis] #Asie.  3iEs ~Z24ds
ALl =2 Ak Al AFo] wiAE 9sk HAE AV|2 2AAHA A

wstgict.
7ClA T Ahed S8 wd (90110 Brxedd 2 /) 9 i w217k Sk Aol Fzhea
A 30% F BPAAES sgirh. WRo ARG 7 A YR WASL, AL FULE AHgate] 3%

7b Az el g =]

=
x29 F HA 307 T

=
% xyatqr. A 23 9 298 o JEE AASRGT. AR L uEe A9
o} =

2 24 B £R%n, B5 $uE vg ted A2 WA A
AAE 31 £ 10 7Aeela, Fof Aol g 1 B AP, Fol Ao, AAE A HE AL
shel qhgre] EESGT. 1¥ 0ACw, 7 Ad AW IAL Agse] 24 ARl GF 5 ul/en % 18 Fo
St frel HoiE Agee Hre WA RRAL 12 YES AAE AANAT. AT EF 48 2

Agos ANSAT. 2 49 GoE Agsa, 9L 400 uL F

o FWe dpgas] A WEY LEE detn
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=
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e
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[0651]

[0652]
[0653]
[0654]
[0655]

[0656]

[0657]
[0658]

[0659]

A8AIZYell AA QIZE AMA| I F-5 Fke] 8 WA WE JAFE AgAtREe 3
Z3 Z6

A+ + SD 68.047+8.15 |82.212+ 518

N=2 Fo)4, Fol 4 F 579 wag | pglom® ug/em”
55 E3 AYANEEY] Fed FHAE Z3MRG Z6A H 3.
Ao 6
YA A ARy &8 A
Ak AR 75 87) BES TR

AR 25 % wiw

AYALRE 2.00

ZE S 8.91

B} 0.10

A A 2= 0.09

e 5} 5] == A B 0.10

REe-" - FYAEE, 7.00

90% R x=FE AP =

ohefd e 5.00

Wl 9 E 2l s 76.80
371 AAlel 10l 714l wket Fo], Zrefut ©hA] 2] 4] EDTA thalel B4 2 &
Ak AIA 7262 371 s FHRabalar:

A5 26 % wiw

AA R E 2.00

Zead FUE 8.91

Bk 0.10

A 0.09

g} & =2 A 52l 0.10

e e - L L= 7.00

40-55% 5L A g =

S S e .00

A E e 76.80

750 Wal 7)AE upeh 7ro)
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[0662]

[0663]

[0664]

[0665]

[0666]
[0667]

[0668]

[0669]

[0670]
[0671]

[0672]

[0673]
[0674]

[0675]

S=50dl 10-2106230

75 R 769 A IS AR o8] Algetdtt. 7 Aae] AES 15 al AEE Edd dAF
gl FHo AT, HE AV dAEe FEY Wi 10 ol AES A& el 257T/60% RH <
Bol A oF 1A17F st HE3ett. FrHE Havt F¥ dul gl (Beckman Coulter Allegra) 6R A2l €14
7]l AXAIZ]AL 2890 rpmoll A B AAIZTE. 1.5A13F S slAg &, iR 23 2o NEES SH3%
o},

Efdor FEld E49 Fue, 2 Y ol SAINL & 1 ATH BAAS AHEst FIE AL
gozn AFHAT. olojA, EYH F MZ9 HAMEE 2EgH A9 ByE F A By g8 YroEH
A= At

¥3) BRE S4ST. thed AnE F7lo
=]
n

=]
»
Ui e 2ee) sags oAl SAslt. 767k 1.5% Ul
i

ZaegAlgs WE-Eo] 40-55%¢ - % - FFAZE (MO E o] &3 A AAE, =
ol Hojm 90%¢l Ex- % - ZFAP= ADGOE o)&F dx AAl uvlE) BTt 2 E8F A
7

Bew 1o Ed dtel 398 8 A7) FY RYRAY R, A% PSP 0, 24 vk
= 1o g% C SR Bge

¥ 2 BEE 1o 0g HNMR 2 C NR &%

9x 2 8'H = 5"°c
(nom) Jun (H2) (nnm)
1 - - 105.02
2 7.84 d, 134.63
3 7.08 m 118.04
4 - - 161.16
5 7.08 m 118.04
6 7.84 d, 134.63
7 7.00 dd,7.9,24 118.37
8 7.41 AR7] t,7.8 130.08
9 7.21 d, 122.96
10 - - 145.57
1 7.08 m 117.79
12 - - 154 .44
13 4.52 d, 69.26
14 5.28 t, 5.8 -
15 - - 118.73

d, o|FAl; dd, °olFAe] olFA; m, thsAl; t, HAFA.

a 9% e A NMR (gCOSY, NOESY 1D, gHSQC 2 gHMBC)el <3 =¢l=,
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[0676]

[0677]

[0678]

[0679]

[0680]
[0681]
[0682]
[0683]
[0684]
[0685]
[0686]
[0687]
[0688]

[0689]

[0690]
[0691]
[0692]

[0693]

dold e B Fe FASAE e Ak AA (Z, 76, 77, 78, 79, R Z10)E
gk 29 s ko] Al et
7 %769 A2 el ZiAlE wpel Aok 2% Aar AlA| 77, 78, 79, R 7102
g gol web Az o
A5 Z7 % wiw | Z8 % wiw | Z9 % wiw | Z10 % wiw
EEREE 2.000 2.000 2.000 2.000
s 2o = 9.000 9.000 9.000 9.000
ey =B A EFq 0.100 0.100 0.100 0.100
T d - 2 A9 7.000 7.000 7.000 7.000
tofd g 5.000 5.000 5.000 5.000
EIRVIERES- S 76.8976 |76.9810 [76.855 76.900
U Hol E 4 t] 2% 0.0024 0.0090 0.0450 0.0000
qofetd, o5 AlAlE 7] F3 2 o HEsAE TRt
76: FASHAlL Ak = Amt: 0.1% w/w; 0.09% w/w
T HASHA: ClHEH Ol E Zg HAw Amt: 0.0024% w/w
78: ot A: o b EolE L4 YUirFE Amt: 0.0090% w/w
29: g stAl: cldEolE 2% Hiw Amt: 0.0450% w/w
710: b stAl: S
Z HASkAl: ClHEH Ol E Zg HAw Amt: 0.0035% w/w
TE 19 BAS 99 24

o] A 0.1%%14F &</
o] B: 0.1%%14F &</

oM EYUEZ 95%/5% (v/v)

oHEUEZH 5%/95% (v/v)
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[0694] EFE 1 (D)
A1z
1) Z6 Z7 Z8 Z9 Z10
0 0.07 0.12 ND

40 °C/75% RH

1 0.31 0.16 0.18 0.27 0.35
3 0.88 0.53 0.64 0.88 1.13
6 1.73 1.07 1.25 1.63 2.08

25°C/60% RH

1 0.07 0.03 0.04 0.06 0.08
3 0.14 0.09 0.10 0.15 0.17
6 0.25 0.18 0.20 0.29 0.30
[0695]
[0696] ND, AZHA &5 RH, AU F=.
[0697] F 5% ols AFHE AAl Fol, tAsAE E£IA @ AlAl, 7100 Hu EEE 1 5SS UYEgE AS
dsek. A kg3t &3 24 ppm EDTA (Z7) 2 90 ppm EDTA (78) ol A #-2H ).
[0698] F7he] b ANEE F 6ol ATE 76, 27 2 ZolA 3
[0699] # 6 thket 23 shell AarelAe] BEE 1 P o HAstAle &
[0700] 2FE 1 (D)
B Eis
(14) Z6 Z7 Z
0 0.12 0.12 ND
40 °C/75% RH
1 0.69 0.49 0.21
3 1.6 1.0 0.62
6 2.5 1.6 1.2
25 °C/60% RH
1 0.22 0.19 0.07
3 0.46 0.35 0.12
6 0.66 0.54 0.25
9 0.82 0.74 0.29
12 1.1 0.89 0.37
18 1.7 1.2 0.54
24 2.0 1.6 0.73
[0701]
[0702] ND, A&%A &% RH, A F=.
[0703] ol AP AA 26 B z7el Bl A AA ZolA BHEE 19 @4 ¢ FH2 o] MG S YT
[0704] A Al 8
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[0706]

[0707]
[0708]

[0709]
[0710]

[0711]

[0712]

[0713]

[0714]

S=50d 10-2106230

Toh ol ¥FA (AD)e] AFANM Z R Yo A R BT
L

B AFY B 2ok, Fad R 49 (A 24 olPeld AR UH FFE ke 954G (AD)e] ARE
A, Yo mlaste] 19 23] Folgl (BID) 79 HdA H &es ZAsty] A Aot 79 AL sh]¢
s

B Z % wiw

EEREE 2.000

TR S8 E 9.000

HFeg sl =S A 554 0.100

Ee-d g- A glol = 7.000

pep ek 5.000

ERVIETREE N 76.8965

oelelo] E Z4 U] A 0.0035

A B Y % wiw
Z2g9 2 E 9.000
FEo} s =55 0.100
Hr-gy-2EAge 7.000
Safw o 5.000
94 HEZEE 78.8965
oHH | E Z% YiF 0.0035

7}z 75078 23] A S=51 2o vl 012 UM l*‘c‘»l% iz A7 sl FREAT. S5
A= >5% A EAA ] o S % 24 ool A= 201 (2=
29l gletlar 28 Bt

1 & FA 24 4H AwA Bk (Seel whet, A2odel 1 EHoRRE e 2 23 BE ANE 2
LR (0) EE AL AR (1) e Bgemd gelHgi.

o
it
_1

a
lo
=
2
i
ad
ol
ol
X
)

22 E% ?78% ZAPAEe] AA AgbA J7E (ISGA)el wheh, Al29¥del 7]
T AL AR (1) BEe] g o mA Ao

g Aol A, 5039 A= 25 WA, 2569 YE WSth 75 W x5 Hy dES AR, 2 A
65419 WYk, YE e IAEY Wi dHS 12442, 2 YA 6349 WAL 72 e IAE9)
39.0%E "AE" (2)9 71eA ISGAS = 59 61.0%E "FSE" (3)9 7IFA ISGAE 7FA T
Y& 22 x50 36.3%% "HE" (2)9 7EA ISGAE ZHal, Y& w2 IAEY 63.7%E "TTE" (3)Y VE
A ISGAE 7HAT. ZE e FAEY A9 ofEA dR-doel o) o]dkyl AmWA Y] Wt % 18.8%% AL,
5% WA 95% HAFT. VS e AREY AHS olEyA

I, 5% WA 90%e] Wt

o] AIFo2HE, 75 B % Zke] 32.8%7) 12k £HS GAdEta, YE e gkxlo) 25 497} 13 FHE @S
Aot 25 W& FAS 51797k 22k SRS DSk, YE e @59 40.607F 24k S @Ak
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[0715]

[0716]

[0717]

S=50d 10-2106230

T oE AgolA, 51389 A 75 Ba 2508 YE gkt 72 e 359 Hy dHS 12.64=, 2
WA 79412 M. Y2 W x50 Hyg dHES 11.84AZ, 2 WA 7941¢ HYt. 75 vke s
o] 38.4%% "AER" (2)9] 71 ISGAE ztal, 75 e ALY 61.6%E "TSE" (3)9 VA ISGAE 7HE
o VS 9 59 40.0%E "ARE" (2)9 7= ISGAS ZaL, YE e IXEY 60.0%E "SFE" (3)9
714 ISGAE 7HATh. ZE W A5 A olEdg FR-dol oaf o]yl AW A e WL b 17.9%%
L, 5% WA 95% HYRT. YE e @5 A$- olEyA olgtel AEHAH H %=
17.7%F3L, 5% WA 90%¢] =Ty,

o] AP RRE, 75 e o] 31.4%7F 13 FH
Aot 728 W A5 48.5%7) 23k THE EAE

S gt YE WS 3] 18.0%7) 13 FHS 2t
i, YE e x5 29.7%7) 23 FHS SAE T
of ZIA® AAle] B AAIGE= A oAlH HAHES 9Jg Zlola, o]d H|Fo] thekdt WE ke WSt
kel ZlEAtel A AAFE Zlelm 2 F¢e] HA B w9, 9 HEd
dEojof st Aoz olsjHrt. Eo] 8% &
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