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R BHAT AR dh 4L €
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BRAOBE IRERPOEZBRRGKILHETHRIBERARARARHBRR -
A" RAGESBRFHKILHETHN RAWLT : F 82 drug substance
BaBamE  RAILLTHRM QC R4 ayaskdy RILHER 5 2 drug
substance & & & &4 E B B4 pl dependent solubility 451 » BiR4EAR
B R =18 pHEAM (a2 QC IR Z BB L ¥ - 3 RTF & & £ 473F
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Bt L B % (quantitative summary result
analytical equipment)

from

Sample Name

Sample Type

1 M_13_005_AQSTD Unknown

2 M_13_005_MP Blank

3 M_13_005_KZEDTA_BL_CCO01 Blank

4 M_13_005 _KZ2EDTA_BL+IS_CCO01 |Unknown

5 M_13_005_K2EDTA_A_CCO01 Standard

6 M_13_005_K2EDTA_B_CCO01 Standard

7 M_13_005_K2EDTA_C_CCO01 Standard

8 M_13_005_K2EDTA_D_CCO01 Standard

9 M_13_005_K2EDTA_E_CCO01 Standard

10 M_13_005_K2ZEDTA_F_CCO01 Standard

11 M_13_005_KZEDTA_G_CCO01 Standard

12 M_13_005_K2EDTA_H_CCO01 Standard

Analyte Analyte

PAn:II:I,te Peak Area|Concentration Qre:_a
ea ame (counts) (ng/ml) atio

G (c3o27 N/A 0.4766

G © 0.000 #DIV/0!

- 0.000 #DIV/O!

G © N/A 0.0000

O oo 10.158 0.0047

O oo 20.316 0.0097

G -0« 163.835 0.0786

G 0396 327.670 0.1500

G 05761 819.175 0.3855

HBEABBERLEE P
Center For Drug Evaluation

Acquisition Date

2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013
2/23/2013

IS Peak
Area
(counts)

385931
0]

0]

248901
263293
256886
268453
272722
274373

10:41:56
10:44:47
10:47:37
10:50:28
10:53:19
10:56:09
10:58:59
11:01:50
11:04:41
11:07:32
11:10:23
11:13:14

Use

0

Vial

Plate

Position Position

W~NOO R WN =

Record
Record Modified

oooooooon

Al Al Alaalaalal ala

(¢ 2 4pc2
reassay#+ =< )

Calculated

Concentration Acc:;lracy
(ng/ml) (%e)
1021.749 N/A
N/A N/A
N/A N/A
No Peak N/A
10.018 98.62
20.828 102.52
168.553 102.88
321.503 98.12
100.88

826.406



F S R R B2 Y R R BT

( O ) A B C D E F g
1 subject no. sequence period treatment nominal time actual sampling time conc.
2 1 1 R 0
3 1 1 R 0.5
4 1 1 R 1
5 1 1 R 1.5
6 1 1 R 2
7 1 1 R 2.5
8 1 1 R 3
9 1 1 R 4
10 1 1 R L
11 1 1 R 6
Period Group Subjects 0oh 0.5h 1h 1.5h 2h 2.5h 3h 4h 5h 6h gh 12h 24h

1 A 1

( X ) —T

1 A 3

1 A 4

1 A 5

1 A 6

1 A 7

1 A 8

1 A 9

1 A 10

1 A 11

1 A 12

1 A 13

1 A 14

1 A 15

1 A 16

1 A 17

1 A 18

1 A 19

1 A 20
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BCS based bio—waiver
O 2Rk % 55 in 3
€ 2 ®BCS based blO waiver‘f' CEEL
€ FiwmiE%H FHE 9 %+ [CH M9 (draft) & USFDA
BCS based bio-waiver guidance
O 4+ % if
® AR
) JEaalR NI 3 A e
» 7 £BCS based bio- walverm”p"? ¥R 2 (4eBCS
class@ & ~ BH'j %)
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