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Table B1. Back-Calculated Human Heparinized Plasma Omeprazole Concentrations of Cahbration Standards

Assayed in 17 Separate Batch Runs
(Protocol 11-657-T1/R03-726)

Concentratton A B C D E F G H Slope Intercept | R-Squared
[ng/mL] 1.00 ng/mL | 2.00 ng/mL | 5.00 ng/mL { 10.0 ng/mL | 50.0 ng/mL | 200 ng/mL | 450 ng/mL | 500 ng/mL
Batch | o 0.994 2.0L; 5.06 10.2; 475 199- 461 500° 0.001911} 0.000103 0.9993
Batch 5 1.02 191 5.05. 101 49.4 _205; 446 499.0.001830] 0.000125 0.99%4
Batch 3 0.999 2.03 4.78 102i 50.0 199: 454 503" 0.0i2063] 0.000017)  0.9995
Batch 4 1.03! 1.91 4.83 102 511 200, 445 511 0.009681] 0.000119 0.9990
Batch 2 1.00] 199, 496 981, 504 201 458 496_ 0.009129} -0.000099 0.9998
Batch 6 1.ot! 197, 485 10.1; 50.5 204 455 493 0.009547| 0.000457 0.9996
Batch § 0990 202, 522 936] 564 211 401 473 0.0304i6] 0.073687 0.9935
Batch 13 0.997 2.03, 4.86 9.99; 50.1 199 457 561+ 0.009442] -0.000356 0.9997
Batch 10 ] 1.04] 185, 483 10.4; 511 199 454]  504; 0.014631] 0.000897 0.9980
Batch 11 0.995 2.02 5.00, 9.85; 50.4 2013 449 500, 0.015906] 0.000318 0.9999
Batch 12 o 103 192 487 9.90] 51.0 203 449 508 0.009240] -0.000227 0.9993
Batch 9 i 1.00 2.60 4.90 102, 51.2 201, 439 496. 0010530] 0.000644 0.9996
Batch 7 . 0987 204 5.12. 9.99; 503 203: 422 508 0.008390| 0.000313 0.9950
Batch 14 0.983 206 508 9.83] 50.1 195; 452 502; 0.010774] 0.000069 0.9995
Batch 15 _ 1.00 199, _5.00° 9.86; 501 200, 442 515; 0010590} -0.000125 0.9997
Batch 16 1.02 192 493 9 83] 493 199 449 536 0.010459] 0.000376 0.9985
Batch 17 0979 *2.70' 545 10.3 492 185; 465 477, 0002431] 0.000786 0.9965
1 i

n . TTTTTa e 7 17, 17 7 17, 17 17 i7
Overall Mean 1.00 1.98; 459° 10.0 505 200 447 501; 0010410} 0000994 0.9988
S.D. 0.0178 0.0598. 0.169 0 248; 1.77 5.23' 15.4 13.9: 0.006471] 0.003250 0.0018
%CV 18 30 34 25 35 26 34 2.8 622 310 02
%Bias o 00 10 -0.2 000 1.0 00 07 0.2
Reason Deactivated :
* Qutside of Acceptance Criterie | .
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o Mylan Pharmaceuticals Inc. PRIL-0367
Table B2: Analytical Performance of Omeprazole Quality Control Samples in Human Heparinized Plasma
(Protocol 11-657-T1/R03-726)
Run Curve QCLow | QCMedium | QCHigh | QC Very High
Date Number | 3.00ng/mL | 175 ng/mL | 375 ng/mL | 2500 ng/mL
29-Oct-2003 1 2.94 160 328
2.78 158 349
2.81 187 360
e 289 6T 3830
29-Oct-2003 5 2.85 173 394
RN R L g0 o A7) 382 -
#2.48 #223 386
i e 328 M6 3700 ~
30-Oct-2003 3 2.87 168 379
e e 28918 384 )
2.87 183 399
_____ i " 330 1% Alel
30-Oct-2003 4 3.02 171 364
T 3.04] 166 355,
2.90 179 360
3.02 169 349
31-Oct-2003 2 3.14 182 373
3.07 183 367
. Lo o e 374
3.15 162 371
31-Oct-2003 | 6 286 168 322
2.85 166 343
R T 2 1 S |1 R 1<
2.86 164 347
31-Oct-2003 | .8 . #243 166 405 ]
2.96 195 420
e L2790 186 388
#2.47 184 #451
31-0ct2003 | 13, 3d2) 174 365,
} 3.02 167 360
01-Nov-2003 10/ *No Value 183 337
3.02 184 381
01-Nov-2003 11 2.95 170 368
2.89 169 361
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CEDRA DCN 11-657-T1

Mylan Pharmaceuticals Inc. PRIL-0367

Table B2: Analytical Performance of Omeprazole Quality Control Samples in Human Heparinized Plasma
(Protocol 11-657-T1/R03-726)

Run Curve QCLow | QCMedium | QCHigh | QC Very High
Date Number | 3.00 ng/mL 175 ng/mL | 375 ng/mL 2500 ng/mL
2.86 169 366
2.93 174 358
01-Nov-2003 12 3.08 177 373
30 Ve 316
03-Nov-2003 9 3.05 165 336
2Ty 158 343 .
2.74 152 336
. o269 156] o327
04-Nov-2003 7 332 187, 383
314 189 380,
345 195 407! o
ol 309, 182) 403] ]
04-Nov-2003 14 2.73 166 357! 2340
- i 2841 162 353 2250
05-Nov-2003 15 2.96 174 366 *%21400
2.83 170 357 *%21400
05-Nov-2003 16 2.96 168 358 2430
298 172 357 2180
06-Nov-2003 | 17} 295 178 #318 .20
2.69 160, 333 #2980
Mean 2.92 T 67 2400
S.D. i 0201 i2dyp (600 299
%CV 6.9 7.0 7.1 12.5
Y%Theoretical | _ Lol 994 979 ____ 9.0
%Bias 2.7 0.6 2.1 -4.0
n ] 53 541 54 6
Overall %CV_ | | 84 o
i
Reasons Deactivated :
* No Internal Standard
** Technical Error
# > 15%Theoretical
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Table B3: Repeat Analysis Results for Omeprazole in Human Heparmized Plasma

(Protocoi 11-657-T1/R03-726)

CEDRA DCN 11-657-T1

Mylan Pharmaceuticals Inc. PRIL-0367

Subject | Treatment | Perod Time Custom Onginal Onginal | Reason Reassay Reassay | Reported | Reason for
D Conc. Curve for Conc. Curve Conc. Reported
ng/mL Number | Reassay ng/mL Number ng/mL Conc.
0001 A 2 [.33h 0010] ALQ>(500) 1 1 815 14 815 i
0001 A 2 1.67h 00121 ALQ>(500) 1 1 773 14 773 1
000} A 2 2h 0014] ALQ>(500) 1 1 495 14 495 1
0001 B 1 2.33h 0015} ALQ>(500) 1 i 430 14 430 1
0002 A 1 1.33h 00591 ALQ>(500) 1 1 598 14 598 1
0007 A 1 2.33h 0315 265 2 2 15.9 14 15.9 1
0007 A 1 3h 0319] ALQ>(500) 2 1 1120 14 1120 1
0007 A 1 3.33h 0321} ALQ>(500) 2 1 1660 14 1660 1
0007 A i 3.67h 0323| ALQ>(500) 2 1 1420 14 1420 1
0007 A 1 4h 0325| ALO>(500) 2 i 1330 14 1330 1
0007 A 1 4.5h 0327] ALQ>(500) 2 1 1050 14 1050 1
0007 A 1 Sh 0329] ALQ>(500) 2 i 780 14 780 1
0007 A 1 5.5h 03311 ALQ>(500) 2 1 594 14 594 1
0007 A 1 6h 0333} ALQ>(500) 2 { 505 14 503 1
0007 B 2 2h 0314] BLQ<(1.00) 2 2 441 14 441 1
0007 B 2 2.67h 0318) ALO>(500) 2 1 657 14 657 1
0007 B 2 3h 03201 ALQ>(500) 2 1 1030 14 1030 1
0007 B 2 3.33h 03221 ALQ>(500) 2 1 1230 14 1230 1
0007 B 2 3.67h 0324] ALQ>(500) 2 1 1310 14 1310 1
0007 B 2 4h 0326| ALQ>(500) 2 1 1270 14 1270 1
0007 B 2 4.5h 0328] ALQ>(500) 2 i 1030 4 1030 1
0007 B 2 5h 0330] ALQ>(500) 2 1 762 14 762 1
0007 B 2 5.5h 0332] ALQO>(500) 2 1 611,717,945} 14,15, 16 945 1
0007 B 2 6h 0334 ALQ>(500) 2 1 499 14 499 1
0008 A 1 0.25h 0353] BLQ<(1.00) 2 2 BLQ<(1.00) 14] BLQ<(1.00) 1
0009 A 1 5h 0429] ALQ>(500) 2 i 594 14 594 1
0014 A 2 3h 06701 ALQ>(500) 4 i 901 14 901 1
0014 A 2 3.33h 06721 ALQ>(500) 4 1 798 14 798 1
0014 A 2 3.67h 0674 ALQ>(500) 4 1 516 14 516 1
0014 B 1 1.33h 0659 ALQ>(500} 4 1 987 14 987 1
0014 B 1 1 67h 06611 ALQ>(500) 4 1 863 14 863 1
0014 B i 2h 0663 ALQ>(500) 4 1 652 14 652 1
0018 A 2 lh 08581 ALQ>(500) 4 1 575 14 375 1
0018 A 2 1.33h 0860] ALO>(500) 4 1 1130 14 1130 I
0018 A 2 1.67h 0862] ALQ>(500) 4 ) 977 14 977 1
0018 A 2 2h 08641 ALQ>(500) 4 1 813 14 813 )
0018 A 2 2.33h 08661 ALQ>(500) 4 1 747 14 747 i
0018 A 2 2.67h 0868| ALQO>(500) 4 ) 654 14 654 1
0018 A 2 3k 0870] ALQO>(500) 4 i 491 14 491 1
0018 A 2 3.33h 08721 ALQ>(500) 4 1 481 14 481 1
0018 B 1 4h 08751 ALQ>(500) 4 1 994 14 994 1
0018 B 1 4.5h 0877] ALQ>(500) 4 i 835 14 835 i
0018 B 1 Sh 0879] ALQ>(500) 4 i 575 14 575 1
0019 B 2 4.5h 0928} ALQ>(500) 5 1 615 14 615 1
0022 B 1 3.33h 10711 ALQ>(500) 5 1 512 14 512 1
0023 A 2 5h 1130 18.1 6 2 177 14 17.7 1
0025 B 1 4.5h 1227 121 6 2 128 i4 128 1
0026 A 1 1.33h 1259] ALQ>(500) 6 1 667 14 667 1
0026 A 1 1.67h 1261 ALQ>(500) 6 i 807 14 807 i
0026 A 1 2h 1263| ALQ>(500) 6 1 1030 14 1030 1
0026 A 1 2.33h 1265] ALQ>(500) 6 1 937 14 937 1
0026 A 1 2.67h 12671 ALQ>(500) [ i 822 14 822 ]
0026 A i 3h 1269 ALO>(500) 6 ! 793 14 793 1
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Mylan Pharmaceuticals Inc. PRIL-0367

Table B3: Repeat Analysis Results for Omeprazole in Human Heparimized Plasma
(Protocol 11-657-T1/R03-726)

Subject | Treatment Period Time Custom Onginal Ongnal Reason Reassay Reassay Reported Reason for
ID Conc Curve for Conc Curve Conc. Reported
ng/mL Number | Reassay ng/mL Number ng/mL Conc.
0026 A 1 3.33h 12711 ALQ>(500) 6 1 680 14 680 1
0026 A 1 3.67h 12731 ALQ>(500) 6 1 555 14 555 1
0026 A 1 4h 12751 ALQ>(500) 6 1 519 14 519 1
0026 B 2 1.33h 1260] ALQ>(500) 6 | 848 14 848 1
0026 B 2 1.67h 12621 ALQ>(500) 6 1 922 14 922 i
0026 B 2 2h 12641 ALQ>(500) [ ! 906 14 906 1
0026 B 2 2.33h 1266 ALQ>(500) [ 1 1020 14 1020 1
0026 B 2 2.67h 1268 ALQ>(300) [ i 984 i4 984 i
0026 B 2 3h 1270} ALQ>(500} [ ! 487 14 487 1
0026 B 2 3.33h 1272 ALQ>(500} 6 i 782 14 782 1
0026 B 2 3.67h 1274 ALQ>(500) 6 1 405 14 405 1
0026 B 2 4h 12761 ALQ>(300} [3 I 647 14 647 1
0026 B 2 4.5h 12781 ALQ>(500) [ 1 566 14 566 1
0026 B 2 14h 1298 463 6 2 23.8 14 23.8 1
0028 A 1 3h 1369 256 7 2 221 15 221 1
0028 A ! 6h 1383 157 7 2 14.4 15 14.4 1
0028 A 1 11h 13931 BLQ-(! 00y 7 2 BLO<(1.00) 151 BLQ<(1.00) 1
0028 B 2 5.5h 1382 201 7 2 17.3 15 17.3 1
0028 B 2 7h 1386 $36 7 2 5.13 15 5.13 1
0028 B 2 9h 1390 [IRE 7 2 1.31 15 1.31 1
0028 B 2 14h 1398 BLOQ<(100) 7 2 BLO<(1.00) 15} BLQ<(1.00) 1
0029 A 1 Predose 1401{ BLQ<{ 00} 7 2 BLO<(1.00) 15 BLQ<(1.00) 1
- 0029 A 1 1h 1407 #9 § 7 2 70.4 15 70.4 1

0029 A 1 1.33h 14091 ALQ>(500) 7 i1 ALQ>(500), 508 15,17 508 1
0029 A 1 1.67h 1411 ALQ>S00) bi i 320, 581 15,16 581 1
0029 A 1 3h 1419] BLQ<(l 00; ? 2 170 15 170 1
0029 A 1 3.33h 1421 170 7 2 136 15 136 1
0029 A | 3.67h 1423 160 7 2 101 15 101 1
0029 A 1 5.5h 1431 287 7 2 24.8 15 24.8 1
0029 B 2 2.67h 14181 BLQ<(} 00y 7 M 67.1 15 67.1 1
0029 B 2 3h 1420 9 2 2 2 75.6 15 75.6 1
0030 B 1 5.5h 1481 9r" - e 100 15 10.0 1
0030 B 1 12h 14951 BLO<(Y tx T B (] 00) 131 BLOQ<(1.00) 1
0032 A 2 1.33h 1560] ALQ>(St . L 400 14 400 1
0032 A 2 1.67h 15621 ALQ>(St . X 666 14 666 1
0035 A 1 0.25h 17031 BLQ<(] txro i B By 0 00 141 BLQ<(1 00) 1
0037 A 2 2.33h 1816] ALQ>(S0o: . . i 743 14 748 1
0037 B 1 3h 18191 ALQ>(50 ., P 1. 4 1160 |
0037 B 1 3.33h 1821] ALQ>(50ui K i 683 14 683 1
0037 B 1 16h 18491 BLQ<(1.00) 9 2 BLO<(1.00) 14} BLQ<(1.00) i
0038 A 1 0.25h 1853| BLO<(1.00} 9 2 BLO<(1.00) 14{ BLQ<(1.00) 1
0038 B 2| Predose 1852] BLO<(1,00) 9 2 BLQ<(1.00) 14] BLQ<(1.00) 1
0043 A 1 1h 2107] ALQ>(500) 1 i 702 14 702 1

REASE)NS_FOR REASSAY:_ l : . REASONS FOR REPORTED CONC: .

1). Dilute 1). First Acceptable Resuit

2). Analytical Repeat | e R . Vo e, . L. .

Treatment Descriptions: .. R SR S T e L. L .

A: Test

B: Reference

R
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Table B4: Individual Run Report Selection for Study - 11-657-T1/R03-726

oo,

Analyte Run | Regression Run Assay | Species Biological Extraction Assay LLQ | ULQ | Regression | Weighting | Comment

Name iD Status Type Name Matrix Date Date Type Factor
Omeprazole .. HAccepted UNKNOWNS 060101 | Human ngpgrjrlxzed Plasma 428-04ct-20Q3 29-Oct-2003 J 1" 500 Linear 1/X**2 OK
Omeprazole - 2| Accepted UNKNOWNS (060101 |Human ,Heparinized Plasma {29-Oct-2003 ;31-Oct-2003 | 1 500{Linear 1X**2 OK
Omeprazole 3]Accepted  |UNKNOWNS 10601101 'Human _:Heparinized Plasma [29-Oct-2003 130-0ct-2003 ; 1 500| Linear 1/X*2 oK
Omeprazole 4} Accepted UNKNOWNS 0601r01 |Human :Heparinized Plasma |29-Oct-2003 :30-Oct-2003 | 1" 500 Linear 1/X**2 OK
Omeprazole 5{Accepted |UNKNOWNS [0601r01 {Human :Heparinized Plasma |29-Oct-2003 29-GOct-2003 1, 500{Linear 1/X**2 OK
Omeprazole ! 6| Accepted UNKNOWNS {0601r01 |Human  Heparinized Plasma {30-Oct-2003 }31-Oct-2003 1 500{Linear 1/X**2 OK
Omeprazole . 7! Accepted UNKNOWNS |0601r0! |Human  Heparinized Plasma |30-Oct-2003 ;04-Nov-2003 1, 500{Linear /X**2 OK
Omeprazole 8| Accepted UNKNOWNS 1060101 |Human ' Heparinized Plasma |30-Oct-2003 |31-Oct-2003 I 500iLinear 1/X**2 OK .
Omeprazole | 9!Accepted |UNKNOWNS [0601r0! |Human . Heparinized Plasma |30-Oct-2003 103-Nov-2003 1t 500|Linear 7X**2 1Ok
Oﬁepruole 10} Accepted  |UNKNOWNS {0601r01 {Human :Heparinized Plasma |31-Oct-2003 '01-Nov-2003 1" 500{Linear 1/X**2 OK
Omeprazole I1]{Accepted |UNKNOWNS [0601r01 {Human | Heparinized Plasma |31-Oct-2003 |01-Nov-2003 I.  500]Linear 1/X*%2 OK
Omeprazole 12| Accepted  |UNKNOWNS 0601101 {Human :Heparimzed Plasma |{31-Oct-2003 101-Nov-2003 1, 500! Linear 1/X**2 OK
Omeprazole 13]Accepted |UNKNOWNS [0601r01 |Human :Heparinized Plasma |31-Oct-2003 {31-Oct-2003 | 1: 500 Linear 17X**2 OK
Omeprazole 14| Accepted  |UNKNOWNS 10601101 |Human :leparinized Plasma |04-Nov-2003 |04-Nov-2003 I, 500|Lincar 1/X**2 OK
Omeprazole .  15{Accepted |UNKNOWNS [0601r0! [Human }Heparinized Plasma {05-Nov-2003 | 05-Nov-2003 1;  500|Linear 1/X**2 OK
Omeprazole = 16|Accepted = |UNKNOWNS [0601r01 |Human Heparinized Plasma |05-Nov-2003 |05-Nov-2003 - 500|Linear | 1/X**2 OK
Omeprazole 17] Accepted UNKNOWNS 0601r01 |Human .Heparinized Plasma [06-Nov-2003 |06-Nov-2003 1 500{Linear 1/X**2 OK
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