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AR A, A 19 e ¥ v EA 0.02%-8.0 FF%, 0.03%-6.0 5H%, 0.04%4.0 FTH%,
0.05%-3.0 =%, 0.05%-2.6 5HF%, 0.06%-3.0 5%, 0.06%-2.6 %, = 0.06%-2.4 THZHE A&z},
A5 FEdA A, A 19 FES] F2 0.06%-2.4 THEZFE A,

AR FEdelA, MAE MAdd AER~, WE, REX FIARA AR
= el A, B A= d
2, Aest A&, 3 2] EHER olFoAlE LoRFE AuuW; AR FEdA, 4= v
Ages, A58 dE, = R R
El

SE
I
POy
o
)
e
fr
o,
Bl
2
D)
s
M4
(o

_1:[!4
/})L
9, XA % 50 TH%, 55 TH%, 60 TH%, 656 TH%, 70 TH%, 75 THF%h, 30 TH%, 81 TH%, 82
3 TH%, 84 TH%, 85 FTH%, 86 %, 87 TH%, 88 TH%, 89 FTH%, 90 TH%, 91 TH%, 92 T
FZ%, 94 %, 95 TH%, 96 TF%, 97 TH%, E 98 FTEh E THoEA A& 3t F A9 2
2 o|FojxE FoRFY HdEHr. AR FdolA, A 2 80%-98 FH%, 81%-98 TH%,
82%-98 %, 83%-97 FF%, 84%-97 TF%, 85%97 FTF%, 86%-96 TF%, 87%-96 TH%, L 88%-96 THIZ
ZRE AEEc, A5 FHAN A, A F2 88%-96 THIZIFE Aeldc).

o,
i
2
D)
ls
M4
o

TFdlA, AAAE "Add AERAE XS, PAE AEERAY G2 30990 FHFIETH
AR FHA A, wHA AEZ o S 30 TH%, 35 TF, 40 TF%, 42 TF%, 44 TF%, 46
%, 48 =%, 50 TF%, 52 TF%, 54 SZ%, 56 TF%, 58 THh, 60 TH%, 62 FF%, 64 TF%, 66 T
%, 68 TH%, 70 TH%, 71 TF%, 72 TH%, 73 TH, 74 TF, 76 TH%, 78 TH%, 80 T=HD, 85 TF
%, H 90 TF% F FHoEA Hed 3 T A9 2he] AR o]FoAE FLo2HY duEn. 47 74
Aol A, uBA AFTE2 e 40%-90 %, 46%-90 =%, 50%-85 FH%, 56%-85 =%, 60%-80 =%,
62%-78 %, 64%-76 FE, R 66%-74 THIE o] FolA = woRFH gt dF FRAAAN, nFE A
220 %L 66%-74 THEEH-E AEHE,

AF FddolA, A= de3t AEs 2Fst, A5t AE 42 5%-35 THEERFE APy, Ay
oo, A58 AR 4& 5 %, 8 TH%, 10 TH%, 11 TH%, 12 %, 13 %, 14 5%, 15
2%, 16 2%, 17 2%, 18 52Z%, 19 TF%, 20 =F%, 21 TZ%, 22 Z%, 23 TF%, 24 TF%, 25 F
%, 26 SH%, 27 SF%, 28 T 20, 30 %, 32 T, Z 35 FF L THoEAM HA&EI 3}
dejol 2719 WRR o]FojA = woRFE AdudEd. dF TN, dost AR e 8132 FHw,
10%-30 =%, 11%-29 =%, 12%-28 TH%, 13%-27 SH%, 14%-26 5H%, 15%-25 =F%, 16%-24 %, 17%
23 TH%, E 18%-23 TR o]FoX = woRFEH My, AdF FAAA, dast AR 4 18%-23
FTHRFE AeEg,

2

A PRGN, IJUAE vgY AER: P AES Aok vHY WER2 ¥ AEH AR FFE I
HAe ol thah SelA FleE A% ga, R, 50 FF6 o, R orE Wl mE FF gtk W3
WEZe D AED AR AelA F%® A3 2a, A, 30890 TP PP AER2,

o
5%-35 =] Mz HiE, 2 A7 o2 He e T4 el
Z AR



[0051]

[0052]

[0053]

[0054]

[0055]

SIHS31 10-2022-0004098

&l g 2, AR2IPER S YER, A3 solusAZ2d wudsR

2, ARAYAE, B4 4 YEE, 2d4 4 v, 3 2lEY] ERER o|FoAE wo RN E

AgEch, IR FddA, FalAE UER JIEEAME AR, F2xavtdaEs JER, 2 a5 E3E
gk, A LA, FeAlE YEF JFEEA WY Ao},

4
e

i oo A, BalAle Fe 1.0%-7.0 TFeERE AEATt AR FAdo) A, BajAle] %S 1.0 F%%,
L2 %%, 1.4 %%, 1.6 %, 1.8 T3%, 2.0 TF%, 2.2 TZ%, 2.4 %, 2.6 TF%, 2.8 TF%, 3.0

F%, 3.2 TF%, 3.4 TF%, 3.6 TF%, 3.8 TF, 4.0 TFN, 4.2 TH, 4.4 TF%, 4.6 TF%, 4.8 TF
0 T%F%, 5.2 TF%, 5.4 TF%, 5.6 TF%, 5.8 T, 6.0 TF%, 6.2 TF%, 6.4 TF%, 6.6 TH%,
8 T, R 7.0 TF% R THORA A= # T o9 279 WR o]Fofx = LomFYH AeHn.
A7 A A, BalAle] Fe 1.2%6.8 FF%, 1.4%6.6 TF%, 1.6%-6.4 TF%, 1.8%6.2 TF%, 2.0%6.0
=%, 2.29-5.8 TF%, 2.4%5.6 TF%, 2.6%5.4 TH%, 2.8%-5.2 TF%, 3.0%5.0 TH%, 3.2%-4.8 TH%,
3.4%-4.6 T, 3.6%-4.4 TF%, X 3.8%-4.2 TFIE o]FoA = woRFEH MeHrt, AR FHA, F
sAle] FL 3.8%-4.2 FFho] T},

)

A% TR, AGAL olEFALzY AYABZAGPC), H2HANLAEZAO0), H=EA Y

2 JEFQUCN), SlEAER2(E0), WPAEZA00), Sol=sAZzAAE AP0, A8 o
SAZRYASEAL-PO), AR, EudyEEPP), TR0 Aeran 4R, A5 A%,
s, NG U (PEG), SuY PmE, W IAE EFEE o|FolAE ToryE Huunu
FAANA, AGAL SolEs AT e WA ZAMPC), 2B ANLAEZAON0), 2 EA L
2 JEFQUC-N), SlEAER2(E0), WAEZA0), Sol=SAZ2ANEZAWPC), AFBE ool
SAZZAASEALAPC), FNLNSAE, D IREY EFEE oFAE ToVE AHy;
FAANA, ATAE Sol=RAZRY WP AER 20l

el

N

4z |d rs%{i 1o my

(A

[e]

AR FHA A, AFAY FL 0.1%5 THIRFE A9, dF FHAANA, gAY F 0.1 FZ%,
0.2 T%%, 0.3 TH%, 0.4 3%, 0.5 TF%, 0.6 TF%, 0.7 TF%, 0.8 %, 0.9 TF%, 1.0 TF%, 1.1
Fe%, 1.2 %%, 1.3 3%, 1.4 =%, 1.5 =%, 1.6 =%, 1.7 2%, 1.8 =%, 1.9 3%, 2.0
%, 2.1 %%, 2.2 ZF%, 2.3 TE%, 2.4 TF%, 2.5 FZ%, 2.6 FF%, 2.7 %%, 2.8 FF%, 2.9 G,
3.0 %%, 3.2 %%, 3.4 %%, 3.6 TF%, 3.8 TF%, 4.0 TH%, 4.2 B, 4.4 TF%, 4.6 TF%, 4.8
TED, R 5.0 % P THOEAN A @ T Ao 279 MR o]FoX = FoRFE MEHT. dF
T, AgAL] FL 0.1%-3.0 THF%, 0.1%-2.8 TF%, 0.1%2.6 TZF%, 0.1%2.4 TZF%, 0.1%2.2 TF

%, 0.1%-2.0 %%, 0.2%-3.0 =%, 0.2%-2.8 =%, 0.29-2.6 =F%, 0.2%-2.4 =%, 0.2%-2.2 =%,
0.2%-2.0 =%, 0.2%-1.9 =F%, 0.3%-1.8 =F%, 0.4%-1.7 =Z%b, 0.5%-1.6 =%, 0.6%-1.5 =ZF%, 0.7%-
1.4 F%%, 2 0.8%-1.2 THE o|FAE vo2RE Hdgdr. dF FHANA, AFA F2 0.8%-1.2
Zepo) ),

AF el A, &@A= SEHoEA vlavle, TROIEA oitehta, A, EFldEdl FEE 4000, &7
g 3

olgdd ZElF 6000, ZHot2Ar, z®Hold FriEil YEF, Sdd 3 YEF, 2 IREY EREE oF
AR E o2 HE AgFct. dF TN, S&AE ZEHolEAl vlalg, FRO)EA oitsats, =d4
gk YEE, @ 759 EEZ o|FoxX e FozYH Audrt. 48 PN, f2As AgolEAk
ntavgE, FRO|EA oitshtd, ¥ IAEY EFER o]FolXe= FoRFYH dEHrT).

AR FHoA, &AL U 0.1%5 THIZH-EH AeEg. A8 TN, A F 0.1 TH%,
0.2 %%, 0.3 TF%, 0.4 Z%, 0.5 TF%, 0.6 =F%, 0.7 =F%, 0.8 L%, 0.9 TZ%, 1.0 TF%, 1.1
%%, 1.2 %, 1.3 %%, 1.4 =%, 1.5 =%, 1.6 =%, 1.7 T=%, 1.8 =%, 1.9 =%, 2.0 T
%, 2.1 =%, 2.2 %, 2.3 TZ%, 2.4 TZ%, 2.5 T, 2.6 ==, 2.7 T, 2.8 TF%, 2.9 TH%,

1

3.0 %%, 3.2 %%, 3.4 TF%, 3.6 TF%, 3.8 TFD, 4.0 TFD, 4.2 TF, 4.4 TF%, 4.6 TF%, 4.8

TF%, R 5.0 TF% R FHOEA WA= Al T <o) 2o MR o]FoA= woRFH AuHHAT. AR
il

%, 0.1%2.0 =%, 0.2%-3.0 =Z%, 0.2%-2.8 FF%, 0.2%-2.6 =Z%, 0.2%-2.4 =%, 0.2%9-2.2 =%,
0.2%-2.0 =%, 0.2%-1.9 =%, 0.3%-1.8 =%, 0.4%-1.7 3%, 0.5%1.6 =Z%, 0.6%-1.5 =%, 0.7%
1.4 %%, 0.8%1.2 %%, 2 0.9%1.1 TF%= o]|FofA = To2Hy Hdudrt. A5 FdAdA, FA 9
FL 0.8%-1.2 FF%o|T}.
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AR Tl A, FEAE FRo|=A o itshtaE Edteta, FRO|EA ot ¥ 0.05%-3.0 TF%
ZHEE Adgdnt, dF T, FRol= o] itaqti ] %% 0.05 &%, 0.06 =%, 0.07 5%, 0.08
Ze0, 0.09 2%, 0.10 %, 0.15 %%, 0.20 %, 0.25 =%, 0.30 =%, 0.35 =%, 0.40 =%

0.45 %%, 0.50 5%, 0.55 FF%, 0.60 5%, 0.65 %, 0.70 5%, 0.75 TF%, 0.80 5%, 0.85 &
2%, 0.90 =%, 0.95 =%, 1.0 =%, 1.1 =%, 1.2 =%, 1.3 =%, 1.4 %, 1.5 TH%, 1.6 =%
%, 1.7 %, 1.8 %, 1.9 THF%, 2.0 =%, 2.2 TZ%, 2.4 TH%, 2.6 =F%, 2.8 TH%, L 3.0 TF
%, B FHOEA M3 3 T A9 2719 WHHAR o]FoAE TOorFH MuEHn. dF FEHNAN, FE
|22 o] aksbitae] S 0.05%2.6 =%, 0.05%-2.2 5%, 0.05%-1.9 %, 0.05%1.8 %, 0.06%1.7
%, 0.06%1.6 %%, 0.07%-1.5 5%, 0.07%1.4 %, 0.08%-1.3 =%, 0.08%-1.2 =%, 0.09%-1.1
%, 0.09%-1.0 =%, 0.10%-0.90 =%, 0.15%-0.85 F%, 0.20%-0.80 =%, 0.25%0.75 ZZF%, 0.30%
0 =%, 0.35%-0.65 %, 0.40%-0.60 %, L 0.45%0.55 THEZ o|FojA= ToZHE AeF),
5 ?64041 o, FRol=A olatsliFAe % 0.45%-0.55 FH%o|th.

[

=
O
T
0.7
Q]
=T

5 Fdol A, &A= LHolEA nlavlgS 2FeFa, ZHol2A nfvle] &2 0.05%-3.0 STHRRF
g Aedc, A8 FHAoA, Aol vtadge & 0.05 TF%, 0.06 5H%, 0.07 5H%, 0.08 FH%
0.09 =%, 0.10 =%, 0.15 =%, 0.20 =%, 0.25 =F%, 0.30 =%, 0.35 =F%, 0.40 =%, 0.45
20, 0.50 =, 0.55 =%, 0.60 =%, 0.65 =%, 0.70 =%, 0.75 =%, 0.80 =%, 0.85 FH%h,
0.90 %, 0.95 TF%, 1.0 %, 1.1 %, 1.2 %, 1.3 %, 1.4 TF%, 1.5 5%, 1.6 F%0,
1.7 %%, 1.8 %%, 1.9 S%%, 2.0 T3%, 2.2 T3%, 2.4 T%%, 2.6 %%, 2.8 <Z%, L 3.0 %%,
9 FHoTA Azt 3t F A9 279 RR o]FojX|= FOoRFE] MY, dF ?64041 oA, ZEo=
A mladre] %8 0.05%-2.6 %, 0.05%-2.2 =%, 0.05%-1.9 5%, 0.05%-1.8 =%, 0.06%1.7 b,
0.06%1.6 =%, 0.07%1.5 5%, 0.07%1.4 5%, 0.08%1.3 5%, 0.08%1.2 ak% 0.09%1.1 5%,
0.09%-1.0 =%, 0.10%-0.90 =%, 0.15%0.85 FF%, 0.20%0.80 FF%, 0.25%-0.75 FZ%, 0.30%-0.70 =
20, 0.35%0.65 %, 0.40%-0.60 %, L 0.45%-0.55 =H4E o] Fo]A = FOoRRE Hugc, g F
Aol A, 2eol2 4t vl 2 0.45%0.55 FZ%O]T).

AR FE>AOlA, EFAE FROIEA olitshta H A ofEA} viavgoltt. TROIEA olitshta H A
gop=at v go] T &dAle] ol el oA 7ied A Zar, AW, 0.1%5 $F% % thE W9
T T ol FRol=A oitshia % AHolEAY viavlg & el 42 fldlA ZlsE AR Zar, o
A, 0.05%-3.0 TF%e] FRO|=A o] ikshata, 0.05%-3.0 TZF%2] ZHol2Ab viavsr, B 747t o #9)
T A kol

mASA iR

AX P oA, Yo A" nE Aok 2AEY Hy UEE < 0.50 g/ml, < 0.49 g/mL, < 0.48
g/mL, < 0.47 g/mL, < 0.46 g/mL, < 0.45 g/nL, W& < 0.44 g/mLolth. U¥ EH T, Zdo] 7
AN 13 Aeksd zAgEe B Wi (.30 g/mL-0.50 g/mLo]v}. IR TP oA, e JAE 1F A
okstd A& Ky Wi:= 0.30 g/mL, 0.31 g/mL, 0.32 g/mL, 0.33 g/mL, 0.34 g/mL, 0.35 g/mL, 0.36
g/mL, 0.37 g/mL, 0.38 g/mL, 0.39 g/mL, 0.40 g/mL, 0.41 g/mL, 0.42 g/mL, 0.43 g/mL, 0.44 g/mL, 0.45
g/mL, 0.46 g/mL, 0.47 g/mL, 0.48 g/mL, 0.49 g/mL, T=¥ 0.50 g/mL; TE FHo7A A%&d o d99 F
el melolth, AR FddolA, Edo] MAE 1F Ak xAFEC H3¥ WEE 0.40 ¢/mL-0.50 g/mL,
0.41 g/mL-0.49 g/nL, 0.42 g/mL-0.48 g/uL, 0.43 g/mL-0.47 g/uL, %=+ 0.44 g/mL-0.46 g/mLo|T}.

OL

A LHo N, B MAE 1E AoFez xS ¥ WrE < 0.65 g/mL, < 0.64 g/mL, < 0.63
g/mL, < 0.62 g/mL, < 0.61 g/mL, < 0.60 g/mL, = < 0.59 g/mLo|tt. ¥ FHoA, Edo MAH
18 Aekstd FAES =® Wi 0.50 g/mL-0.65 g/mLoltlh. LE F3 oA, HAo] MAE 1 A 2ksA

[e] b
ZAEe ¥ W= 0.50 g/mL, 0.51 g/mL, 0.52 g/mL, 0.53 g/mL, 0.54 g/mL, 0.55 g/mL, 0.56 g/mL, 0.57
g/mL, 0.58 g/mL, 0.59 g/mL, 0.60 g/mL, 0.61 g/mL, 0.62 g/mL, 0.63 g/mL, 0.64 g/mL, %=+ 0.65 g/mL; =
T FHoRA Haed we] dole] 7 okl Hejoltt. dF FddolA, Eol MAE ¥ AEA AHE9
® == 0.52 g/ml-0.64 g/mL, 0.54 g/mL-0.63 g/mL, 0.56 g/mL-0.62 g/mL, =+ 0.58 g/mL-0.61 g/mLo]t}.

TR A, H°J°ﬂ HA € ﬁ?, Aokt 2gE0] h9-2u HES 1.31-1.400]th. AN T A, £
A : u H]%% 1.31, 1.32, 1.33, 1.34, 1.35, 1.36, 1.37, 1.38,
gkl welolth. AR F A, el JfAE L

o
rlr
<
Fﬁ
‘e
o}-}J
-
o
fru
R
2
e
o
B[y
lo
el
lo
lo
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& A okEA zAE &A1 B]SS 1.31-1.38, 1.32-1.37, 1.32-1.36, 1.33-1.36, &+ 1.33-1.350°|t}.

el A 2@ Ak e A A7) BEE SRR dn. B9 A" ud Aoy 248
o] 4 A= F2 75 um ke WS el EExEnh. A5 PR, 2ol AAlE uy Alekshy x4
=9 99 = 50%, = 51%, = 52%, = 53%, = 55%, = 55%, = 56%, = 57%, = 58%, = 59%, = 60%, =

61%, = 62%, = 63%, = 66%, = 65%, = 66%, = 67% W = 68%7} 75 um H|wte] FAV|E JpHT. 4B T
ool A, Edo] AR 1y Aekstr] FAESY JAFY 50%-80%7F 75 um vlEre] VS 7T, dE G-Ed)
o A, EYof MAE 1Y xﬂ Fohal x2AEY JAe 50%, 51%, 52%, 53%, 55%, 55%, 56%, 57%, 58%, 59%,
60%, 61%, 62%, 63%, 66%, 65%, 66%, 67%, 68%, 69%, 70%, 71%, 72%, 73%, 77%, 75%, 77%, 77%, 78%, 7% U

£ 80%7F 75 um MIRF] ATVIE THAAYV; e FHOEA Hee gkl oo F ot #He e dE& U
%‘1}7} 75 um HREO FAVIE VHRITE. AF FEdOA, Edol JRAE 1F ARt 244w dAke] 56%-
80%, 58%-78%, 60%—76%, 62%-74%, 64%-72% = 66%-70%7F 75 um RIRFY] A7 E AT, AV HES % B
Eo|tH(F, T 7IFolth).

A5 PN, Belo] AR 1F Aoken 2Tl dAte] 24%-4087F 75 um-150 pme] A7E FHA
AR FHdol N, Bl AXE 18 AokstA ARl Ax1o] 24%, 256, 26%, 27%, 28%, 2%, 30%, 31%,

32%, 33%, 34%, 35%, 36%, 37%, 38%, 39% i 40%7F 75 pm-150 ume AVNE ZFAAY; Ei Zﬂogﬁ A
=3 gl ddelel F gl Wl el &E 7R YAPE 75 pm-150 pmel 71 7R AR e,
Aol AN ¥ AoksH B JAbe] 24%-40%, 25%-38%, 26%-36%, 27%-34% W= 28%-32%7} 75 um—150
ume] A71E 7RG, A7) HES T BEO(FH, TF 7T,
of 7HAlE Aokt A Fof nFel PAte] 150 um o] A71E THIY. A FE A, el
MAE g AFetd 2R Fo YA < 10%, < 9%, < 8%, < 7%, < 6%, = 5%, < 4%, <
715 7RG, A R, Eelel AE 2y Al 2=
3

i

EE < 197h 150 um o] 4] Fo 9%
o 0.1%-1087} 150 pm o4rel A7)% AT, A% FAcelA, Bao] AR 18 Aokt 24E Fo 9

29l 0.1%, 0.2%, 0.3%, 0.4%, 0.5%, 0.6%, 0.7%, 0.8%, 0.9%, 1.0%, 1.1%, 1.2%, 1.3%, 1.4%, 1.5%, 1.6%,
1.7%, 1.8%, 1.9%, 2.0%, 2.1%, 2.2%, 2.3%, 2.4%, 2.5%, 2.6%, 2.7%, 2.8%, 2.9%, 3.0%, 3.2%, 3.4%, 3.6%,
3.8%, 4.0%, 4.2%, 4.4%, 4.6%, 4.8%, 5.0%, 5.2%, 5.4%, 5.6%, 5.8%, 6.0%, 6.5%, 7.0%, 7.5%, 8.0%, 8.5%,
9.0%, 9.5% T 1097} 150 pm ol4ke] A7E AXAY, e FhoeA A&d ol oo T gke) Wl
o) & ZH AF 150 um ol4e] AAE ARITh AR TR, AAE 1 Akt 2B Fe] YAt
9] 0.1%5.0%, 0.1%4.8%, 0.2%4.6%, 0.2%4.4%, 0.3%4.2%, 0.3%4.0%, 0.4%-3.8%, 0.4%-3.6%, 0.5%-3.4%,
0.5%-3.2%, 0.6%-3.0%, 0.7%2.8%, 0.8%-2.6%, 0.9%-2.4%, 1.0%-2.2%, 1.2%-2.0% %+ 1.4%-1.8%7} 150 um
ol 2718 AT, A7) NEe T REo|HZF, T s)Folth.

EL VlEdorl sdd AlEe, 44, A, SalAl % 29 A & dEoRA 7] Vel 4
Ie] sgkE oo, v& AdgHom sgH= FIA =

oA, A, #4ss Ae ohxuw
SarsiAl, wEA, FAA L FulAst Weol mieh Lelo) AAE Aoty zARe] EgE & s, 249
AE L ke A4 Waol weh slEFobel SuH AgEd o 249 & b S A4 Aelth,

> = , B2 Eew ) E 7T & FdddA], 2l sirdE
Alepeta =AEL 0.5% oldk, vk stAl 0.45% olst, Wt} ukgtAetAl 0.4% olst, 3 53], npeAskA 0.3%
5 }

b EHEE 4@ AL A, @ pAdolA, Belo] AN Ak £YBE 6

o}
B Z7(40TC+2°C, RH 75% + 5%) 3}ellA 1.2% o]a}, vpaslA 1.1% o}, Hrt} uptas)A
o 9 0.

1% o3}, ol& E°1, 0.9% I3}, 0.8% ©|3}t, 0.7% I3}, 0.6% ©|at, 0.5% I3k, 0.4% olate] & HwE TS
3=

ol A E AFey 2AHEL 53 &8 EAS 7HAY. 3 Ao, 2o JfAlE AleFEtd 24
2 208 Foll 90% °]de] &=E 7Md 4 Tk
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2) WA Deld do7l Avte] EES sAAe X 8 A%A, BA 2 a2A) YA F Ao o
gel Egka A

Adgiziom, 3) @A 2)dA folxl Aol EdEs FIAS ymAst £t & 3

4) @A 2) T A oA ol Aol E3ES AAIEE ©A

i
H
il
%
i)

o
i
9
S
>,
oo
)

2 19 sgtE 2 aAAl, AdAl, SellAl 2 S2Ae 22 FdAL Ay g k2 fddA Tl

e
N
H
m}{_/
o

PgRokl SRE AFES wop wA DA BE NNAF AGHTE, 9 24 eiA 447t g
"ast grks A2 A Zolt.

& FHANA, HAA, AGA, BaAA L #BAL EFS e APEH Ex @] SPHo AkE
Sk, SAAl, AFA, A F VAt B TIA QN AAEE A, GH AskE w4 vE
e Paol we r)eierl SAW AEel o8 A4E & A

o] AAE Az P (A4) HY%E g 2m A GE o8 548 F ek,

| AR Az RS Agste] dojn mP Ak 2YTe $e wAA, 44 L 9 542 7

ok
4 =

%2
*

daje] FEeol A, Edel JHAE Az W e AR A4S WS D A 19 SFE, sAA, e, A%
AL FEAE EFER Axste 9l 2 2) AAsE dAE XFFE Ak AR FHA oA, AX AF W
= 3 o

He 1) A 19 F3E, a4, aiA 2 AFAE EFERZ AFSE G 2) @A Dol dojx Axte
= E EFEE Axste A 2 3) AA} 4AS £2d3g. &= g2 TN, FH ¢
2 19 e 9 AAe AdRE FIEF A= wWA; 2) B DolA oz A
, 2 AZsE @A 3) B 2)0A doj Azfe] B
2 FFER Axdte @A 2 4) AAS GAS £, dierEel FEdelA, A <t
o] 3lgtE W Al AdRZ EFFER Az WAl 2) @A Dol Aozl Axe] EgE
9 A3 = ;3) Tl 2)ell A dojRl AT £3E A
SA ellA Lo Aol E3E 9§84 YRS E9E
AH 4= o S D A 19 EEE 9 sAA
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ZIHS3d 10-2022-0004098

YEF 7t28Add dE B3 Al 3.4 4.00
sloleEArad WEadegaE s AFA 0.85 1.00
FRolty olitsiata 34 0.425 0.50

2 Hol2At mfay|EF f3A 0.425 0.50
T 85 100

By

1. AAxg: vg AA"4 ookq 2 1] 3}
o] 1:20(4 19| #gt=: A=t dE,
5 60-HA A= Zﬂ’.‘aﬂ@ Lol A

M i
M
(i)
tilo
T+
A
N
=
)

WE AHgstel Az

*
TAL A mg/ A A RS G(w/w)
2 19 3gtE A AR 2 2.35
A AEE s 3] A A 59.9 70.47
e Sy 3] 241 A 18 21.18
HEF te5Add d& B3 Al 3.4 4.00
SloleEArad HeEdEgEag s A A 0.85 1.00
FRoluy olitsiatA H3HA 0.425 0.50
2H o2 vl & 8 0.425 0.50
= 85 100
HH
CARAAE D wE] AAE o] A 19 SEY Ass % tol, F 7IAE F5o2 E3sta, E3E
60-H Al A2 AAsIe] LTl Abgslr] Y3 AR g S A=t
FadEsh: Abd AHgle 245 H o] mA UEF Jl25AHd AR g Fo]|=FA
29 vgdEz a9 Fgsla, & A2 -5 Ag7)el o] AP £ B2S der)

g 2AES () 43 4F £3lo] A3 3 AR H &S 3l7] Foll A3,
I 19] WS Fxste AAd 4 =
*
TA8E mg/ 73 Al MBS G(w/w)
2 19 3= A AR 0.2 0.235
nAHE AEZ A 3] A A 61.7 72.59
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[0263]

[0264]

[0265]

[0266]

[0267]

[0268]

[0269]

[0270]

[0271]

[0272]

[0273]

[0274]

ZIHSd 10-2022-0004098

Aozt HiE 3| A A 18 21.18
YEF st2EAHME HE A 3.4 4.00
slol=FA 2 WuEdga s~ Z A 0.85 1.00
ZRol=A olitslatA f3A 0.425 0.50
2 HoLEAE w4 S3HA 0.425 0.50
=% 85 100
Hlaef 1: A4 A3}
X5
TS A mg/ Al MBS %(w/w)
2 19 s3tE g AE 0.05 0.06
ngd ez 3| A 61.85 72.76
Aot HiE 3| A A 18 21.18
YEF Ft2EAME HE B3 A 3.4 4.00
slol=FA 2 WEdga s~ Z A 0.85 1.00
Zol=A olitslatA f3A 0.425 0.50
2HoFEAE a4 S3HA| 0.425 0.50
=% 85 100

Az U

LoApdAe: e dgd gel A 19 S3Es A §, d5st die, 4 19 33test A
vl 1:20(4 19 3= dEst di, / 1:

EFES 60-MA] AR A, AE DHE FYst] ool e A ¥

o

Hlad 2: A4 s}

X6

TALA mg/ 4 Al MBS (w/w)
2 19 sjtE g AE 0.5 0.59
ngd AEz s 3| A A 61.4 72.24
Aot [ 3| A A 18 21.18
YEF Ft2EAME HE B3 A 3.4 4.00
slol=FA 2 WuEdga s~ Z A 0.85 1.00
Z3ol=A olitslatA f3A 0.425 0.50
2 HoLEAE vl # S3HA| 0.425 0.50
=% 85 100

LER
L AAES: vig A4 e 4 19 S3E 2 A5 4 T AAE pEon Efea, EHE
< 60-MA AR ARG F, EFES vie AR B v g2, EF A2BAWE ARRY0

_23_



[0275]

[0276]

[0277]

[0278]

[0279]

[0280]

[0281]

[0282]

[0283]

[0284]
[0285]

[0286]

[0287]

[0288]

ZIHS3d 10-2022-0004098

2 A7k 1) B SolEsAzed WdAdsRach 3 uAoA Tgete] Al Edd BdS

rr

o}

2. A sk Abd 29 22 da) 14 sdskE s

3. AA =3 A4 AystE =48 UEF tESAME A (FHeR JUhe ) 2 FEOEA ofitst
Taol Hrbeta, EES EFE] A6 &9 "M ¥ F, B9 F 202k vlavlaS WUlske] AA)
Eggict: a9a

4. AAs: HAA £3E FUHAE 6 mm S 5 HX| R 6 Kp-9 Kpo| AEE AGA|s}girt,

Z7
TA8E mg/ 73 Al WS %(w/w)
A 19 35E g4 AR 2 2.35
u gz AEgS A~ 3| A A) 59.9 70.47
Asst AE 3| A A 18 21.18
WE%7E¥%MFJHE =3l Al 3.4 4.00
slol=EAZ2 feEds AHA] 0.85 1.00
%iﬂiﬁﬂ&ﬂﬁi H A 0.425 0.50
2Hol2At mfay|E £2A 0.425 0.50
T 85 100

LER

LOAPAE: ool A3 gl 4 19 s % dm AE Holel, AR $Ees s, BE
2 60-vA AR ARG ¥, EFRS vie 248 Fol vAY ABEs, GEF ABAWY ARITH0
2 s Srash w3l WA EHste] A1 EHE 84 Atk

o MY P) % BEI=A olus
CER F 2HohA vhdlge Akstel 2

4. BAS: AA EFE SAAE 6 mm Fe 2F AA Y6 Kp-9 Kpol A=z AA s
434 1: &3 43

A 4o] MEZS &3 wAEA 6.89 pHE 7IA+= 900 mLe] AAYE AFAE ALEste] &3] H2E WUH
(Method 2 of General Chapter 0931, Chinese Pharmacopoeia, Volume IV, 2015 Editiong W&)S Al&3sto =
= 7

A gl AP sl s e AR, 3 Sk 50 rpmollem, &ei=E 747t 5, 10, 15,

20, 30, 45 % 60l SH43IATt. AHE 37] ®ell A|A| g
* 8
A7} |3 = (%)
A 4
5 73.5
105 84.3
158 87.3
205 89.7
305 94.6
455 92.6
603 95.4
A7) ABRRE & 5 A= A go], B JHAE A oketr xAHELS 43 &8 EAS AT, 208 F
o &3k 90% ol g = 4 Tt
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ZIHS3d 10-2022-0004098

9 7HsE 27(40C

[0289] Ado 2: AAA A
[0290] Hlae] 1, wjale] 2, wjale] 3, AAJe] 1, AAJe] 2 & HAJe] 39] AMES FHslo] 0
+ 2°C, RH75% + 5%) slollA 670l tha] Bk SAS 9890, 4 A9 ge3 2ok
9
[0291] A Ao A1zt F E+E
Ao 1 0 0.49%
7143t E275koA 671 0.63%
A 2 0 0.44%
7143k E E275koA 671 0.46%
Ao 3 0 0.46%
7143t E275koA 671 0.48%
Hl L] 1 0 1.34%
7143k E E275koA 671 1.95%
Hl o] 2 0 0.54%
7143t E275koA 671 2.7%
Hl ] 3 0 0.68%
7143k E E275koA 671 1.44%
[0292] A7) ARREE 4 £ dE A o], Bdd JHAE A e 2AELS ueE @ 53 S JHHY.
E3], 2 E4EY 4o 60 B9 71EstE HAE 27 dtolA A wWEsA ¥ A2 fA=HATE. gz
o, Had= 67E sk 7hEshE HAE 23 stelld A 4nje] F E=eEd] g AR SUHE 2ol
ECE vge B AR dFd o8 Axd A 2AdE BESE SUWF A4 BgE] o) AzE A
B Ade o @3S AL Bk B JRAE Aokt A 2B Addk obAA AAS vk
[0293] Add 3: T #3XY FF
[0294] AAe 2, AAd 3 R AAd 49 WMES FHEte], WEE #EA Bl2E W (General Chapter 0941, Chinese
Pharmacopoeia, Volume 1V, 2015 EditionS wW&)S Algsowxm 23 #2dA =AHS F3hs19 12, AL v}
& Egs:
[0295] 1. W&E 734 BHAE i oat A4, o5 & @ gjzgt 8HS Az}
[0296] 2. FARNE 10719 HZE AAE dYsto], 747te] HAE AAS FAE AgstA 4, H2E JAE
ztzy By Zetadw )3, AXAS Hrbela, 108 B 259 AEE Fdste AAZS Besta, vk
EAES Aoz YA 7|aL, v ERES SMAR Mo, EFES WH7|E 247 B9 kst
[0297] 3. AA3 ko] SN AR EHo| Hale], 8000 rpmollA 108 EoF ARSI, MIT FYPS Y3 A=
NG HPLC A1Z nfo] Lol H3lgsla, BlAE A2 WEES 43 adx
[0298] 4. AEF A 10709 MZS Fste], 47 1009 X E Yoz A &3 Fo 7 AZo A I 2 S
/i:(-ri_)—()i
S=n =g
Asba, @ F ox, EF HA S " 2 gAE S HE gk Aol Aole Ak A
(A=1100=X 1Dy ynan o we 4+ 2950 g2s B2 o e 2249 Gepdt, wok A +
2.257} 15.0 o]stoldl, HIAE AZ o] Y&E #d4A4S AYS 530
[0299] =4 Aske vest 2o
¥ 10
A Ao Aok A oA 43}
2 Ao 4 0.2 mg A+2.25 < 15.0 3.6
2 Ao 2 0.5 mg 6.6
AAlH 3 2 mg 2.4
— 25 —
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[0301]
[0302]
[0303]

2 =71

)
=

ToR
i

ol

Al 2
0.446
0.596

HAE SOTAX TD1E =A/AAk
1.336

¥ 11
0.556
0.721
1.297

Z
] W% g/mL

2 AT g/ml
-2 v&

oA

raet.
3 2o

o]

[0305]

™

I

ox

¢

27 ARERY o

[0306]

75 um v

L
o

A

o]
H

Al 2
68.1
30.4
1.6

o el

Z}R| a1 AFRke] 150 pumX.TF 2 7]

x 12
Hlalof 2
33.7
19.7
46.6

%

hy A

12} A7) X
<75um

75 pm-150 pm
>150 pm

[e)
i=]

3

[0307]
[0308]

i

=
=

Aol 75 um-150 pme =7]

7HAH
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=

Rke] 7]
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