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I N2L.r I Sample 
Name 

Analytical Run I Cabbratton and QA Sample Results for Omeprarole (ngimL) 
Protocol II-657-TIlRO3.726 

.“ .  _ I ,_,,I me ,, 
t  

I 1 I-fj57-TI/RO)-726 Tlmt Check ’ 0003895 _ 209: I TimeCheck 209’ 2 0920983178## Actye ’ _. .” __- 
2 I I-657-Tl/RO3-726 Mobde Phase N/A, ,Bl&lOOI ; I MobdePhase .’ ACtlW 
31 I I-657-Tl/RO3-726 CONTROL-BLAL I N/Al ,BLo<(l.OOI / I CONTROL-BLANK Actwe : I I 
4111.657-TliRO3-726 Blank-IS [ 0000+300~ 0.0539;BLQc(1.00~ : I-Blank-IS 0 0539. 0 05389848246991 I Acttve 
Sill-657-TliRO3.726 A  I / OOOli97 

. 
0.994 I STANDARD 0.994‘ 

-- 6: I I-647-TI/RO3-726 B  I 
%9’%243851386709 Active is I 

I 

2 W889586603872 Acnve ! 
7: ll-657-Tl,,X&!,??6 C I, 

/ 0003736. 201’ : IS 
5 06 

81 I I:657-Tl/RO3-726 D I 
__ 0 OO?SE 

0.019459 70 ‘5 
1 cTANDA&D _ 5.06. 
! STANDARD I??. 

Z O~S6OSoSS@%‘P &K _ j _ ,” 
_ !02265J5?71)2825 Aenvc _ : ;’ _ _ 

I STANDARD s 47.5 47.4934589220303 Active t -----i-- 
I STANDARD ’ I99 I98 590266875981 Achve 1 I___ -___ ____ i -____ 

-- -- - - 
!STANDARD 1 i 4tr!*- 460994243851387 AcOve 
I STANDARD 5(H)> 

-” .“- _._- _-.--__ ‘?.. ._ _.” ” . ._“* ._ _ 
499.7242281528 Active 

131lI-657-TllRO3-726CONTROLeBLANK I N/A, BLoC(l 00) I CONTROL-BLANK Acnve ’ / 
I41 I l-657-Tl/RO3-726 Oc Low I 1 0005515t 2.94 I oc 2.94: 2 93982208261923 Act& ’ I 
IS! I I-657.TllRO3-726 &Ol 0001 B  PI Predose HEP PLM-I / O.O&OoO 0 i539’6~~uI.00) ’ -_ I ~?NKNo~~ 0 0539 ; 0053898482469911 Active I 
I61 I l-557.TllR03-726 0002 OWI A  FZ Ptiose HEP PLM-1 / 0.000WO 00539!BLQc(lOO) I UNKNOWN -“--;l---o.o539~ 0 05389848246991 I Acttvc 
I7 I I-657-Tl/RO3,726 0003 @I B  !I p 25h HEp PLM-I O..opOO9!, 00539:BLwl 00) / 1 UNKNOWN : 0.0539. 0.0538984824~99lj ?\ctiv$ ; . -. 
I8 I I-657.Tl/RO3-726 ow4 0001 A  P2 0 25h HEP PLM-I i 0.000593 0 364 BLQc(!.OO) ; I UNKNOWN I 0 364; 0 3j42072~135f@78 Actlye i 
19mi/R63-726 OWS OGOi B  PI OSh HEP PLM-I _---.-- - j 000@300/ 0.0539 BLQql 00) : I /UNKNOWN 0 0539’ 005389848246991 IIAcdve j 
201 l I-657.Tl,RO3-726 06% WOI A  P2 0 5h HEP PLM-I ! 0.005315/ --EL-- l UNKNOWN / 2.84 2.83516483516484 Am% ; 
~!‘ll.6S7-TliR03-726u@37 0601 B  PI Ih HE_P_P_LM-I. 
22/11-6i7-TIti3-726IXlO8 OOGI A1;Z-Ih HEP PLM-I 

I .C.WGM _ _ 346: _ -’ I 

----+>398ld .a_ ; 

. ! .~NKNo”E _, T 3.?6 $4>73>2!!!@~8~ &is ; 
0 290720 152! I UNKNOWN 152 152.183673469388 Actwe 5 

23/I]-657-Tl11303.72600090001 B PI l33h HEPPLM-I I UNKNOWN / 208, 208.398220826792 Aare 
2411 I-657.TllR03-!26 @IO WOI A  P2 1 3!h HEP PLM-I 
25~il-~S7-TIW03-726OOII 0001 B  Pl I67hHEP PLM-I t 

I602847 839/ALQ>(SOO) : ! UNKNOWN ; 839: 838 80167451596 Ache :. . 
0 772107 404 IUNKNOWN t 404 404 086865515437 ACUK / 

26jl I-657~TliRO3.726 0012 Mx)l A  P2 l.67h HEP PLM-I / I4494021 759 ALWSOO) I UNKNOWN -L 759 758.506017791732 Actwe 
27jlI-657~~I~O3-72~OnIt o(MI BPI 2h HEP PLM-I / 08558101 448. I UNKNOWN 448: 447.887493458922 Actiw 

I 
__.___.. -..~..~i .__ 
1014 WOI A  PZ 2h HEP PLM-I i UNiNOWN : 563 

t 
281 I I-657.TI/RO3-726, / i.67&76[ 
i9! 11-6~7:~l’R”-‘-~~6~pOl~ OO& B PI 2.3311 HEP PL&... _ .;_ 0.9737961 

563’ALQGSOO) 
SlOjALOYSOO) I UI; ;KEIOWN 510’ I 

-I / 06092771 319 _I UNKNOWN ---/ 
1 ~.FJ!OwN _ 

L . . 
3j! I I-657-TIIR‘03-j26 0020 @XV ‘i P2 3h HEP PLM-I 

j 070823Jj t71j 

0 4944271 259 I UNKNOWN -- I +- 0 5358151 280 I UNKNOWN / 
.I i 03898061 204. IUNKNOWN 

3611,.657.Tl,R03-7260021 WOI B  PI 3 33h HEPPLM- 
37 I l-657-TlrltO3-~26 0022 050! A  p2 3 3?h YEP PLM 
18 i- I I-657.Tl,RO3-726 0023 OCOI B  PI 3.67h HEP PLM-I -t 64;8;;7/ 219; 

I =I 39 1 I-657-Tl,RO3-726 bo24 0001 A  P2 3.67hHtiP i’LM-I 1 b 30+5i I57 I jUNKNOWN i 
Ih HEP PLM-I 0 3719621_ .J&- ___I____.__ &!!r&!!rv--- j 

- 
^ 401 I I-657.Tl,RO3-726 W25 Wcl B  PC 

41; Il~6~7-Tl/Ro~~7~~~~2~~~~ A 914hHEp PLY-1 
421 I I-657-TI/R03-726 0027 Wol B  PI 4.5h HEP PLM-1 
431 I I-65%x/RO3-726 0028 0001 A  P2 4 Sh HEP PLM-I 
44111.657.Tl/RO3-7260029OOOl B  pl.Sh HEP PLM:l 
45:l I-657:TI/ROj-726 QC Hsh I I___._. ._-_-._O 626760 

---ii-657.Tl,RO3-726 0030 0001 A  P2 Sh HEP PLM-I 0.093382 48.9 IUNKNOWN ! 

I57 157 3406593406591 Active j 

48.9’ 4891941391941391Acn~ I I I 
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Page 2 of 5 

Analytml Run I Cabbratmn and QA Sample Resulu for Omepmz& (ng/mL) 
Protocol 11.657.Tl/R03-726 

83 1 I-657.TllRO3-726 QC Medium 2 
84; I I-657.TllRO3-726 0066 0002 B P2 2 33h HE6 PLM-I 
8Sil I-657.Tl/RO3-726 Oil67 0002 A PI 2 67h HEP PLM-1 , UNKNOWN ) 142; 141.648874934589 Afhw I 

I UNKNOWN 186’ 186466771323914 Aeiw _ _~______ --__ --- 
87’ ! l ;657-TJ/RO3:726 w9 q/A PI 3h HEP PLM-I 

-~~.“~--.__~~~~~__.~-.~__-_~~_ 
109 

881 
- 

Z9i; 
_ lo8 6$>$6@?795? Acuy. +_ ^.. 

I I-657-Tl/RO3-726 0070 0002 B P2 3h HEP PLM-I 492.32590266876 Acttw I 
891 I I-657.Tl/RO3-726 0071 O+W2 A PI 3 33h HEP PgL- 69.8 69 8273lSS416013 Acwe : / _ 
901 I I-657~TIRO3-726 W72 0002 B P2 3 3311 HEP PLM-I 374* 373 640502354788 Actiw : 

48.6. 48.5693354264783 Acme : -- 
252: 251 951857666143 Acuw ! 



NU& NC& Response (ng/mL) Range Factor K&i Cone &hll ’ L) ( Gllgmel cone. (q/mL) 1 I 
._._ .._“_.. , ___--, I 

1 Reason 1 Comment 1 Tag 
9>‘~1+57-T1/R03-?26 OO75 ?;oOJ 6 PI 4h HEP PLM-I 
94TI I-657-TliRO3-726 OO76 ooO2 B P.7 4h HEP PLM-I 

0.067567. 3z.4. IyNKNOwN i __ -3” ..^._ “I- 15.4 35.41077%964941 Acnw I I 
170 SOb2bi64jl l9 A& 

._. 
0.325723 I UNKNOWN 171: 171 : 

I I-657.Tl/R03-726 
9b!l&557-Tl@03-7J6 951 

0077 @,OZ A PI 4.5b HEP PLM-I 0.044092 23 I: I UNKNOWN 23 I 23 12663526949241Actix i I I 
0078 @02 B.pZ 4 5hHEP P&M-I 0.168511 88 2 I .UNKNOWN 88 2. 88 23338566195. @iw : I I 971 I I-657-Tl/R03-726 0079 wO2 A p, 5h HEP PLM-I i 

..__ 
0.025844 13.6’ 

j 
_A----- luNKN6W . 13.6: 13.5777080062: 

6S7-TliRO3-726 0080 ooO2 B PZ 5h HEP PLM-I 0.101601 53.2 I UNKNOWN 53.2, 53.22030350bOl78~Act1ve 
cc.3 **mnr -*.. ,.^ ..I-> * ““6623. 349’ 

‘io-9y 
,‘.PC 

7267 I UNKNOWN 
349, 348.88854003139? Achre -_ _ 

909 9 “89481946674R Ariwe 

1941ACnw ; I --.-.~l--“.- - I 

I I-657.Tl/R03-726 0081 0002 A PI 5 Sb.fiEP PLM-I . . . . . . 
“<pD 
0 Ol- 

1 I-657.TIIR03.726 0082 0002 B P2 5.5h HEP PLM-I 0 057469 j0.1: 
5.84’ -i---- -- 

I @NOti-.. ’ 3 
lO2lll-657.Tl/R03-7260083 OOO2 A PI 6h HEP PLM-I --“L IUNKNOWN 5 

” .!@: - -  ;  ! . -EVOE Pi’. 
______ IuNKNowN--- - -L-2 3 38 

6.47 -_i-. IUNKNOWN 

SO.1 30 12663526949241 Active I I 
i.84 5.841967556253271 Anw ; 

I.38 3.38147566718995 Achrr 
1.47. 6 4683411826269 Amve + -__ 81 18131~6~~318@31 Antve ; 
8.67. 3.67189952904239 Acnu / 
952 0951857666143381 Active 3 

1071 I l-657-Tl iRO3-726M)B~OOD2 BP2 8hHEP PLM-I ~_- 
108111-b57-T1/R03-7260089%O2 A PI 9h HEP PLM-I 
lO9! I I-657.TVR03-726 0090 ooO2 B P2 9h HEP PLM-I 
110!11-657.TllR03-726 &I91 b5O2A PI IOhliE<PLti-I 

---_-3&------ ---- 
OCGl716 0.952:BLQ4100) I UNKNOWN a 0.’ 
O+Q35~4+ 1.92, i 
0.0010531 0 605 ELQ<( I ilO, 

I ON-UgWN : 192. _ 
I UNKNOWN 0.605 
t\UNKNdti : 1.1;1’ l.I3657770800628tAcr,w j 1 

306. 0305S9916274202~Achve ! __ / 
--~ 

.-L-L-:I 
_- . . . . 

112il l-657-Tl,RO3-7260093 0002 API I lhHEP PLM-l OGGQ481 0.306!BL0c(1.00) j I LowNow? 0.. 
~~~~ll-~S~-~~~~3rZF_~~~2~.~~.l lb~~PP_LM,!~ / “ww~ 0597_BLQqlO’X _! _ ? UNKNOW /. ow ql96~463lo83202S]Acti”~ : 1 I 

.._ __114i 11-6F7-T1/R03-726 Oil95 OOO2 A PI I2h HEP PLM-I O.ZSO!BLQc(l 00) : I UNKNOWN 0.: 250 0.249607535321821 Actwe ’ 
liyiiz1~I/RO3-726 oo96 ooo2 B P2 l2h HEP PLM-L. I 0.000761~ 04S5-BLa<(lbO) j 

~.~_ ___. ___ 
1 UNKNOWN 8 0, 155 0425259026687598 Active ; 

l l6il l-657-Tl,RO3-726O$9~ wM2 API l4h HEP PLM-I 0 000246 
t 171 i I-657-Tl/R63-726 QC 

0 I83 BLQql 00) 1 1 .wKNQWN 0. 183. O.l~EJ62b~%.~12pl I Active i 
Low 3 0 005264 281 IQC i !.81 2 80847723704867 Acme / 

11811 I-657-TliRO3-7260098 OOOZ B P2 l4h HEP PLM-I ! ObOO4091 0 268’BLOc(l 00) 1 I UNKNOWN 0.268, 02679225536368391Anwe I I 
! 1911 l-657-Tl/RO3-7260X9 0002 A PI 16h HEP PLM-I 1 0.000000~ 0.0539 BLoc(l.00) I UNKNOWN / 0 0539 0 05389848246991 II Actwe r 

I-6Sj-TI,RO3-726 OlOd0cw2 Fi Pi I6hHEi’ PLM-1 / dooo3i5[ O.Z;SjTBLci<il ooj I [uNKN~WN ’ 0.245 
I UNKNOWN -.- --__ 0.0539 Ye 

539, 0.05389848246991 I(Acnvc 5 1 ! I 

129/l1-657-T1/R03-7260109OOO3 B PI 1.33h H.EPPLf$I 
,301 i l-657.TI/RO3-7260110Ooo3 APZ I 33hHEP PLM 0 632129Z749869].8’Acl,ve I, - - 

5.787S4578754579 Acuve / 
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Analyi~cal Run I Cabbrawn and QA Sample Rerultr for Omepnuole (ng/mL) 
Protocol I I-657.Tl/R03-726 

I S-l I 
Number 1 Name 

!!tll 1-657-Tl~03-7~~0119ooO3 B Pi 3h HEPP&M-!-  I 
140’ I l-657-Tl/RO3-~~~~~~~03 A PZ 3h HEP PLM-I 
141111-657.Il /RO3-7260121 oOO3 B PI 3.3311 HEP PLM-I 
I4211 I-657-TllR03-!26ql22 l&IO? A Pz 3.338 YEP PLM-I 

142 
242 448979591837 ACUIK / _ 

I UNKNOWN / 142 
06938lO[ 

141.896389324%1 Aniw i 
363 I UNKNOWN 363 363.11512297226&i Arttw I -- 

143!l1-657-T1/R03-7260123 0003 8 PI 3 67h HEP PLM-I ! 0597415/ 
~- _ - .-. :--- = ---- 

313 I lLiNKNOwi 3iij * ‘_-- I i 
““” I=- -‘-... ‘?60124M)O3AP23,67hHEPPLM-I Iw!II-o,,-,,,~“J-,‘ j 04416341 231 
145ill.657-TI/R03-7; 

lk !NKNOWN 
312.672946101518 Acun j i 

!6 0125 e3 B PI 4h HEP PLM-I I 0.521762 1 
231. 231 15489272632l/Activx I I 

273: I UNKNqwN : 273: 273.08j~~237~87jA~~t~ ; I .i 
146~11-657-Tl~O3-726”,re vu”, P,P,! 41, H W  PLM-I I 

lo.3’ __ 40 2783882783883 &~LK_ lp 
: 

-__ ~ 

lS3jll-f 
__ I54i I I-657.TI/RO3-726 0134OOO3 A PZ 6h HEPPLM-I  

-I I-657.TliR03-726 0135 oOO3 B PI 7h HEP PLM-I 

,S5TllRO3-726 0133 O903 B PI 6h HEP PLM-I 0 0367391 / l9.?..:._..-- 
001725~08 

5irT- 
--~- I /UNKNOWN 

j 001089O~ 
! 

I I~LIWKNOW ! 

I 1661 I I-657.il lRO3-726 0145 0003 B PI l?h IjEP PLM-I 
167’ I l-657-1 l/RO3-726 0146 0003 A P2 12h HEP PLM 
168: I I-657-Tl/R03-726 0147 wO3 B PI l4h HEP PLM-I O.oOOoOO 
l-62! II-6S7-T~~~O3-7~6ol.48~o 4 p’ !!h HE-P PLE-I i 

0 0539:BLOq I 00) : 

l70?ll-657-Tl/R03-726Oi490M)3 B PI l6h HEP PLM-I 
G?!?oooo O!!39,8LQ‘x! 3 ( 

A~~-.-oos39~~~~~-. . . . - -LUNKNOWN_ 0 0. 
171/1!,657-Tl,RO3-72601500003 A P2 16h HEP PLM-I o.ooooQo 
172; 11.657.TllR03-7260151 OW4API hedose HEP PLM-I 

-JLEE&BLo<(1.ooL~-...IuNK~~-~. .---, .-AL? 
o.oogimo 0 oa9$?~pyl.oo] I UNK$WN 00 

----+-- 
I73 II 657 Tl/RO3-726 0152 OOM B P2 Predore HEP PLM-1 0 000000 0 0539,BLQql 00) I UNKNOWN 0 0539! 0 053898482469911 Aaive 

0.266: 
----- - “.. __” _..^ -_.-_. 

174 II-657.TIlR03-7260153 OOo4 A PI 0.25h HEP PLM-I 0.00040s 0.266~BLQ4l.OOl / I UNKNOWN 0265829408686552 Actwe 4 
l7S~ll-657-Tl/RO3~~~6~~S~~4 B P2 0.25h HEP PLM-1 poo9611 0 374,BLQqI 00) i I WKNOyN 0.374: 0 373626373626374 Actrvc 

1 oF4!* 
! 

‘76i!‘-s5?-T!/R~3.-7?~.~,~~w 4 ,,, ..,. _ ., . ,, 2,??. ., .: ,, !.Qc _ ..,, . . . 259: 2 88_74934589220! A$,\F : 
8.93’ j 3.93197278911565!Active : ~_ _ 1 j 1 ~~_177’11.657-TllRO3-726OlS5 0004 ,.5h HEP PLM-I 

l l i ir11-657-T1/R03-7260156 OOO4B P2 OSh HEP PLM-I 
! 0.oo7411j 393’ II”NKNOWN ’ 

I /UNKNOWN ’ II 6159079016222~Actirr ’ I I 
1791 II-657~Tl/R+-726 O!S! OOO4A PI Ih HEPPJ.t+! 

_ l~~~~S7-Tl/RO3-726Ol58 OoU4 B P2 IhHEPPLM-I 1 0 137965 
! IUNMO”W  
IuNKNowN / 

_ ~~l.~i~9544~+,~7~Aa,w .,: _ __I _ i 

l_-l-- 72.2: 
181’l1-657-T1iR03-726 0159 WA PI l33h HEP PLM-I I UNKNOWN ’ 

--TslTiir657.Tl/RO3-726 0160 OW4 B P2 1.33h HEP PLM-I 
I 

I UNKNi+‘N ; ; 
,83il1-657-T1/R03-726016, W04A Pi I 67hHEP PLM-I I UNKNOWN 

4 184, I I-657.TURO3-726 0162 0004 B P2 l.67h HEP PLM-I I UNKNOWN 5 

‘2.2’ 72.2490842490842 Actwe --- ---..I . ..--. 
235. 235.03663003663 Act,w I * __ 
8.8. 78.766091~51~ill3 Actwe i 
127, I26 696493982208 Actrw 
5.7 55 6839351125065 Acnx : I I 
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Analyttcal Run I Cal~bratmn and QA Sample Rerulu for Omeprazole (&IL) 
Protocol 1 I-657.TI/R03-726 

2091 I I-657-Tl/RO3-?26 OlS~JOD4 B Pi lh HEP PLM-! 
210111-657-Tl/R03-72601870004APl ShHEPPLM-I-  
211[11-657.Tl lR03-7260188O~~BP2BhHEPPLM.I 

I 21211 l-657-TI/R03-;f$~i8b obO4 A PI 9h HEP PI-II-I 

218\11-657.TlEOl-7260195 0004 API 12h”EP PLhi ! 
219/11-657.Tlia03-72601960004 B P2 IZhHEP PLM I 

221: 11.657.Tl,RO3-726 0198 OOO4 B PZ 141 HEP PLM-I 

I ~~~~ %]I I-657.Tl/RO3-726 bl99CQO4 A PI l6h HEP PLhl-l 

-.1_ I UNKNOWN 
~_ q!iSi32, 167, 

00207’W  109 
0 002869 I 56 

0 OCO867, a so8;BLQ~loo) s 
0 00000n, 0 0539.BLQc(i 00) 
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Amlywal Run 2 Cabbmaa and QA Sample Reds for Omeprazole (o@nL) 
Pmtocot ,I-657.TliR03-726 

O.O27W8! 307 
h HEP PLM- I 

I 
63~~1-6S7-il/RO3-7~~OZ4~~S BP2 I2bHEPPLM.I 

OOm!33 00911 ~Lyqoo) : 
OW1441 

64 II-657.Tl/RO3-1260247 0005 A PI 14b HEP PLM-I 
! OEKQ3%- 

OOOWM 00108 BLOql 001 
65,11-657-Tl/R03-7260248-~S BP2 14hNEPP,&I Oaolti3’ 012I’BL&IoOj + _ 
66~,,-sS7-T,~0~0!-726~2~~~S API IIH~W~PLM-1 OOOWO; 00108 BLQ~lOOJ 
67 11657.TliR03-72602SOWOS BP2 16b HEP PLM-I 
68.11.657.TllRO3-7260301 OW7.h PI P~,~J~,,EPPLM-, OO,On,BLQq, ccl) : 
69,ll-6S7-TliR03-72603020007 BP2h&,aHEPPLM-I OoC&& 
70.1!-657-T&R~3-7~6 0303wpoP7 A P,O-?$j HE! PLM-I 

00108 BLW, Cpj , _ ~~2~~. --.. . 
’ 

OOl3494i 
0715 BLQylW) ; 

71 11-657-Tl/R03-72603WW07 BP202SbHEPPLM.I I 49 
~2’ll-657-Tlnlo3-~2603~S~~~ Pi 0 5h HEPPLM-I. OWlW.7: -7. I 13. 
73,1165?-7~1R03-72603o6wo78 P2OSb HEPPLM-I 0 029w9 329 
74~ll-65~-Tl~~~-726030~~7 A PI Ih HEP&M-l 006,516, ----5--------- 
75’11.657.TllR03.72603W~7 B P2 Ib HEP PLM-, 0260299 :8 q --_---.- ._.-.-..-- 
76~!I-657-TliR03-726~~09,PP,? 33)HEPFtM., 

t 

0075w3~ 831. . 
,.33hHEPE 7,,11-6%T,lR03-72603100007 BP2 ,902.t.o 204 

78 II-65%TllRO3-7260311WOl APt t 6,hW?PPLM , 
‘or~i-.-.- __---_-__ 

II 5 

726033OCOO7 BP2%HEPPLM-I II- 
72603310W7AP1 SShHEPPLM-I 

. 

. . .- 

- 

00108, I08441612882024E02 Actwe 
.; 00108 IOW>612882024E62 &rc_- 

00108’ LO8445612882024E-C2 Ac,,M 

100‘1,.6S7-T,RO3-7260332OWB P2S 5hHBPPLM.I 1 58548971 &1I’AL&SWi I/UNMOWN MI, MI 362252163435 Ac,,re 1 I I 1 



Number 1 Name 
101/11-657.TlmO3-7260333 WO7 Apt 6h HEP PLM-I 

1 Respow 1 WnW 1 Range 
1 4574160! 501 ALQWJO) / 

102 I l-657-TI/RO3-726 0334 OW,7 B p2 6h “EP PLM-I 1 4.788621i 525 ALO?SO, 
103 I l-657-TifRO3-726 QC H,gh 2 

._ 104 I l-657.Tl/R03-7260335 0007A PI 7E. , _ __. _ _ __. 
105 1 I-65FTI/R03-726 0336 ooO7 B P2 7h HEP PLM-I 
106’1 I-657-Tl/RO3-726 0337 OW7 A P, 8h HEPPLM-I 

3.215310! 352; --- 
2.061028! 226, 

107. I I-657.TVRO3.726 0338 oM)7 B P2 Bh HEP PLM-I 2 1964341 241 
108 I I-657.Tl/R03-7260339X07 A PI 9h HEP PLM-1 1316160~ &---- 
109 I I-657.TllRO3-726 0340 ooO7 B p2 Ph HEP PLM-I 15272lSl 167: 
l!~,!-~~7-T1~~3,7260341 0+7&P, !@HEP@,-I 0.885707j L 
11 I. I I-657-Tl/RO3-726 0342 ooO7 B P2 IOhHEPPJ+I IO25lO4 

974 
112 

oII”tlon 
F.?CWX 

luNKNOwN 501 I 
I UNKNOWN 523 

, 3.346201, 367 Ioc 367, 
:P PLM-I I 111x(175! 

366.557125643554 Amn 
12, , uNKNowN 331 331.380655055318:Actiw 

I UNKNOWN 352 352 219191587249.Acbw 
1 UNKNOWN 226; -- 225.7779@3346,5.Act,w 

UNKNOWN I II 241’ 24061047212181 Active 1 
I UNKNOWN 144 144.184357541899,AcnM~ I 
I UNKNOWN ,/II 

1-I 
ll.,lA,.%czl^“.., . I 

1 UNKNOWN 97.0, 
I 10, ,“>ODO,7~LI~.I\E”K , , I 

97.0320955197722 Ac”Y~ 1 
I 

I I 

112’ I I-65FTIiRO3-726 0343 WO7 A PI 1 Ih 
’ / .- I !LMKNOwN -_._.. 112. 112~017855186i7’.6,~ ! 

._. .““__ ..-._. y+PPLM-I 64.4 
113 lt-657.TURO3-726034 

~S87652j !I~~~~~ : 644 . 
d Ci07 B P2 I Ih “BP PLM-I 

v~,~82~~~75?~05 Active 
0.686948! 75.3 I /UNKNOWN : 75.3. 

I!$, I !+57-Tj-mg3-726 034 0.3!8lJ6! qJw!~.w. 42 s, 
-75 

5OW7A~1~2~“EppLt+, 
I19 I I-657.Ti/R03-7260346 0007 B p2 12h HEP PLM-I 

tlls. 
0.491934 

. 
~~~.~57-T1~~03-~26 q347 opq7 4 ~!.!4h HEP ~y.4.I 539 UNKNOWN 21.1 01927jS’ I _ I -1 J UNKNovnj -.539. 21 1: 538977982254354 Z! 1290393252273 Actiw Acnw ..+q 

2598313068244,Achw 
42 532WO7492&?6&i~ 

_ 11.657-TliRO3-7260348oWOP2 117 IIHEPPLM-I 0 275337: 30 2, 1 UNWON -..-. 30.2. 30 17154l242~952:Acnw 
1 IS. Ib657:Tlfil~3-~2$~~? wO7 A PI 16h HEP PL&L 
119’ I I-657.TVRO3-726 0350 OLW7 B P2 16h HEP PLM&. _ 

c 1054!6; II 4 -. I UNKJjowN f----~. 
0 169637, 

!I 6. [I.~~1 1~742,469.Active 
186 --- ._/-A. 18.6 18 5930550991346 / Aen~ 

_ 1.2C.!?-ss7-T!,~~~~7?60351 W8.A P!_+lo~ HE! P&l-I ._ O@WJOOi O.OIO8~BLQc(loO] I UNKNOWN __ j 
I luNKNOwx 

0.0108 L@Wjl2@2fi24E-p2 @we ” 
w.?) 

00108, I08MS612882024E-02.Aniv. -4. 
I 121~,,d57-T,lR03-72603JzoM)(I B P2 Pndose HEP PLM-I 

--?~~~mo~.~xo35! l?oo.j 4 ry &Xh HEP PLM-I 
OOOWW 00108 BL I 

__” 123,ll-657-TllR03-726~‘ow3 
ooji%~ ,,. 3,0~‘LZ’W i ’ FwJ~ _ J . 

124.1!657:71m~3~~2sP3SdW088_P202Sh FEP PLM-I 0.0011501 .__ - ___( 0 !37.BLQqI 00) 
,25,ll-657-TtlR03-726B355~Ap~ OShklEPPLM-1 

.!I.!!~~WX~ 

l~~~11.657-~liR03-726035~..~ B P20 5h”EP PLM-I 
OW,2200! 0252,BLOy! 
0.0048%: 0.547 BLWl 

127’11.657-1 I,Zj67-96/ 
O,lO278l~ 
2 473071 i 

-lir 
0948914/ -. 
0 754:24’ 
0482987’ 

?Fczzt- ~~ 

0 252 
0 541. 

I38 
113 

271 ._ 
1 58 0. 

-.-+- 

si 9, 
104 

0251834812137145,Ac:,w 
0 547_37.$49~496j4*Anwe 

137.68156424581.Ac1tu 
11.2695804578815 &UK 

132.,!-657-T,~03~7?60;162~~ BP2 1.67h HEP PLM-I 
133 II-65?-Ti1803-7X~O..3 OG?B A PI 2h HEP PLM-I _ 
L34 L1.657.TliRO3-72603MWO8 B P2 2b HEPPLM-I 

_“_ 
270.91357?132764 Achw 
57.%385,462~727&“te 
103.955854%7685’Aen~ 
82 6621~~$~719’.@y 
52.917734691642 Anwt 
104 W492934ML1 Acfw 

-- 
_~ 

136 b I-657.TllR03-726 0366 wO8 B P2 2.33h HEP PLM-I _ .__ _ 
137’i I::S7-Tl+-7?603$7 WO8 A PI 2.678 HEP PLM-I 
138 I1657-T1nu)3-726 0368 0008 PLM-I --- --~. 
139 11-657;rl~03-7260369OW8 API 3hHEPPLh$- I UNMOWN il.5 12 5137473984007’Acriw ~_ 
140.11-657-T1lR03-7260370ooO8 BP2 3h HEP PLM-I I UNwzwr 

__-__---- 
62 6 62 6534614%3304 Act& _ 

141 11~657.T11803.7260371 OOOB API 3 33h HEP PLM-I 7.77193558987841 *cnw -_ “--._-. 
142, / 1.657.Tl”tO3-726 0372 WO8 6 P2 3 33h HEP PLM-I / 85.5090371344068,Acti\ 

143 , I-657.WR03-7260C Me&m,” -_- 
!44.11-657.Tl/R03-7260373 OW8A PI 3 67h HEP PLM-I 0.0513541 
145’1,.657.TllR03.7260374K”X B P2 3 67h HEPPLM-I - 
146 ,I-657.TliR03-7260375 WXAPI 4h HEPPLM-I 0.0341471_ 3.75, I IUNKNOWN ----y _ 3.75. 3 7.5134187753314.A~t1~ c. 
147 11457-TllR03-726 0~~6LXWS B Ps 4h HCP pLm&-I ~306615j 33.6, 1 uygowN ; 33 6, 3!:~9^7!6~363l285.Actlw I 
14811-657-Tl/R03-~~~377OOOB A PI 4 5h HEPPLM-I I UNKNOWN 290 __._ ~-_-- ~~96lUllW8873 Acme s 

-.-.. 
,49:,,-657-T,~0!-7~~03~~~~ B P24>h HEPPLM-I I uNKJ4O~vN 14.9 14 89703!4382736.Acnw 5 

I50 I I-657.TliR03-726 0379 0008 A PI 5h HEP PLM-I 0.0116651 1.29, ,uNKNowN , I 29 1.288640595903,7 Active 2 
0 



Sample 

-2 I I-65?-TliR03-726OC IIt& 3 -- 
1~2,lI-657-T,iR03-726039oMX)8 B P29h HEP PLM-I 

me-S 11-657-11103-7260391 OW8A PI IOh HEPPLM-I _ 
164 ,l~s7-TllR03-7~p0392ooo* B P2 Ioil HEPPLM-I 
,65,,,-657-T,/RO~.726~,9l (KM8 A PI Ilh NEP &M-I 
,66~1,-657-Tl~OJ-,260,94MM8 B P2 Ilh HEP PLM., 
167.1,.657.TliRO3.7260395 WOB A PI 12h HEP.~L!$I _ -..- -__II --- -_ ._ 
168 ll-657-1l~~0,.7260196OOOB BP2 t2h IWPP, M I 

i 
--t- 

I P-: !,OlOB:BL&it 09; i Jolt: ! 0.?.445612882024E-02*Act~~ .--.- ----.-- 
OMOOM OOlo8 BIMIOO, I IJNKHOUW 00108 IOW4,612882024F-02 Anzv~ 

I 



Page Factor Kind cont. ingw I I 

/ 06lj725:- 
_ 

67 2389089714098 
1 
I 

550927812465768 Aetlw 

0.1937561 HEP PLM-I .~_. 21 2 ‘IUNKNOWN : 2 
HEP PLU-I 0 194l7Oj 213 ’ ‘Jw!ow.. 2. 

217~ll~S7-T1WO3-72603~“AP, lihi,E~iW,I-I II 7 0 1063471 I UNKNOWN -.+-- .--- II . I “““*“,I.“..“J ,.Cl..T 
2lS.l l -sS~-Tl~O3~7~6~0+4d@W B P_2 I Ih HEP PLU-I 0093992; IO 3. i- / 

~~_219.11-657-Tl lR03-7260MSMXMAPI IZLHEPPLM-I 0 0553201 
luNwowN * I( 

6 07. 
~~~3o$S2440*74 ACIW I / . . . 

6 07, I UNKNOWN 
_ O,.496q4j 5.y 

6.07065395990799 Acnw 
-5 44451~47”J1_9’AedK 

! : 
22~~1~-657-I-!@~~-~~~O+~ fj PZJZhHEPPK_M-! ’ !J?KNc!w _ ” 544 
221 11-657-Tl lR03-726@447CW9A PI 14h HEPPLU-I 00,7599! 1.94, I L INKNOWN I 94, 193~365702705663 Actl\c 

; _ j_ 

222 l1-6~7;rl iRO3-7~6(~ @,W 5 P?+h HE? P&M-, 
223~11-657-Tl~O3-7260449OW9APi ,bi, HEP PM-, 

>.014695; I_ b??; ” II MKNOW 
00064§4! 0.718 SLoql 00) * I IUMNOWN * 

’ 61 ! 62O-y9Js9_593603’ ACUK 
0718 f---- --- -i 0.7178223244605l Amw 

~24~11-6~7-~1iR03-726apsO0~ B P2 l&HEPPLU:I 0 672,&Qql 00) : ! ww0w I 
225 I,-657.Tl,RO,-726 OC 

0.006033/ .,,. 0 I?zz. ,_ 9 WW%9872 AC@ 
LOW4 0.0286244: 3.15, I.Qc 3 IS 3.,4634680687918 Act,* -p. 
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Analyucal Run 3 Cabbratmn and QA Sample Rest& for Omepmzole (nglmL) 
Protocol 1 I-6%TVR03-726 

3!1*-03,-,,,n”,-,rlJn 

6’ I I-657-Tl/RO3-726 B 
7$ I-657.TllRO3-726 C 
Si I I-657.T1@03-726 D i 

i- 
102. 
50.0: 

_ 199. 
454 --y 

.AE$-.2~‘l,,~ ; 

911 I-657.711RO3-726 E I ..__ .. 
101 I I-657.TI/RO3-726 F I 

_ Ii; I I-657.TI/RP3-726 G  I 
12i11-657-~1/R03-726H I 
I31 I l-657.TliR03.726 CONTRO~~&-~;~.~e~;e -.-e---. _. 
14’ I I-657.Tl/RO3-726 QC LOW I 

+..-F+--ii;?4a? w+ _ 
/ 00345791 

l5~ll-657-Tl1RO3-726045I OOIOAPI PredoxHEPPLM-I ---_ 
16, I I-657.TliRO3-726 0452 oOI0 B P2 Predose HEP PLM-I I 

OW& -ooOl4l:BLQqloO) ’ ~-----~~,‘IowN -.-.-i.-- ._.+w..-~ ~wswG~-o~~A~~ i 

17’ll-~57-Tll~O~726 0453WlOA P, 025hHEPPLM.I 
O&WOW 4~~1 BLWl!E!?._ IpJ&o~%‘_I__ ,__~~!~l_ll4~Z~islsa~~jtirnn 

000~l92 BLOC,, oo, : 
IBjll-657.TI 

I iVNKNOW4 0 197 

19: 11-657-I linw- ,LO u 
mO3-726 0454 WI0 B P2 0 2Sh HEP PLM. I 

75 974633 I758269i ACUK I 
I UNKNOWN 98 3 98.27588493741 IPI Actiw : / I 

287 I I-657.TVRO3-726 0464 0010 B P2 2h HEP PLM-I / I2$07931 103; 
__ 29;ll-657.TliRO3-726 O465WIOA PI 2 33h HEPPLM-I i 0 830446’ 

30! I I-657.TllRO3-726 0466 0010 B P2 2.33h HEP PLM-I ;1-+-:-1.929362 
688, 

~-“??-,1-657-7!i~03-726 p46? yo A p-~ 2.69& ,i~p e~g-1 
160, 

- _ . , . i 1 3z%,3. 112’ 
._ 321 I I-657.Ti/R03-726 $468 0010 B P2 2 67b HEP PLM., 1 I983650 164 33il I-6%Tl/RO3-726 0469 0010 A P, 3h HEP PLMLI_ 1 1.708216 142, 

,341 I I-657.‘WRO3-726 0470 O @  e PJ !h HEY p&G! 3Si I ,-657.Tl/RO3-726 0471 0010 A PI 3 33h HEP PLM-, 2?45%, 1” 

---I 
102, 

36; I,-659-Tl/RO3-726 0472 0010 B P2 3.33h HEP PLM-I / 
37’11.657.Tl/RO3-926QCM- v.,.,w,)oo, 2 0297861 

I IUNKNOWN : 160 
! W @ W N  .; 1’2. 
1 UNKNOWN : _-__164: , 
I luNKNO~ 

142 

3g~ll-6~7-~~~~3-jIp~73-~~~ A PI !.:7h HEPPLM-I 
39j I I-657.TI/RO3-726 0474 0010 B P2 3.67h HEP PLM-L 
40!11-657.TUR03-726o475 Dot0 API 4h HEP PLM-I __ 
41/i I-657-11/&@!26 0476 0010 B P2 4h H,$P-ELWi 
42iii-657.Tl/RO3-726 047; WiO Aki-4ShHEPPLM-I 

-43111.657-TllR03.7260478OOlOB P24.5h HEP PLM-, 
44/l l-657.T,/ROz-~26~4790010 A PL5h HEPPLM-I 

__ ~$&r$~~l/R03-726 0460 0010 B P2 5h HEP PLM-I 
46111.657.Tl/R03-726 0481 WIOA PI 5 5h HEP PLM-I 

I---- 

0610648( 

766 
1, 48 

168 
50 6’ 
32.0 

xi-- 
-73--” 
-!L -. 
OK_ 
6.62 

---&.- 9.24 
-CT-- 
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Analyttwl Run 3 Cabbratmn and QA Sample Results for Omeprazole (nglmL) 
Protocol II-651.Tl/R03-726 

Sl’lI-657.TliRO3-726 0514 001 I B  P2 2h HEP PLM-I ; 04780bSl I 
---- 81 0736135289729 Acriw 

821 II-657.Tl/RO3-726 0515 WI I A  PI 2.33h HEP PLM-I : l101701l 91 3 91.3275304650584 Aw 
83)l I-657.Tl!RO3-726 0516 WI I B  P2 2 33h HEP PLM-I 0821546 681, I UNKNOWN , 68 I; 68 103208157!748 AC~IK 
84,l I-657.Tl/R03-726 0517 8511 I-657.TliRO3-726 0518 001 I A  PI 2.671, HEP PLM-I 

; 
0 563064 467’ 

~-.om!z? . ..-422L-_ ~-_I 
I “NKNOWN I UNKNOWN >- 56 7: 0011 B P2 2.67h 

HEPPLM-I_- 42.2; 
466755367653154 Acttvc i 
42 232943712_!177 Ac~‘lr___; _..__ 

: - IuNKNOwN 26.5 264617425184448 ACIEM ! 
87~11-657-T1lR03~7260~20 OOI! B P2 3b HEP PLM-I I IJNKNOWN : 35 0 35.025698+1$64~~ Acwe 
88113657-TVRO3-726 0521 001 I API 3 33h HEPPLM-I 0 216500 179’ I UNKNOWN 179 17.9460333250435 Actwe i 
89i I I-657.TllR03-726 0522 

----- -~- -- .A- _-- 
00, I B  P2 3 33h HEP PLM-I 0 327421 s 

91ljl I-$57.TliR03-7260523 0 1311?4/ 
27 I 3 ~__l-Nic_Ng.vy -‘. 27.1’ 27.1411754953,63 Acme _ 

0011 A PI 3 67h HEPPLM-I 
0.295157/ 

109 I UNKNOWN IO 9, 10.8685?35~45146 Act,ve 
913 I I-657.TliR03-726 0524 001 I B  P2 3.6711 HEP PLM-I 24.5 1 IJNKNO~ 2 ._-54.5’ : 

-. 
__ 24 4665506093012 Aclwz _-__.- _ 

92’ I I-657.Tl/R03-726 0525 01 I A  PI 4h HEP PLM-I 1 7.10. UNKNOWN I 0.0856431 7.10, 7 09823427008207 Active j 
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Analywal Run 3 Cabbration and QA Sample Resulu for Omeprsmle (n&L) 
Protocol I I-657.Tl/RO3-726 

L._. 145 9299510901 I/ Actrse --j -:. -1 
108.946945204344/ Actk 

12$77~24231!2 Atim _ : 
70.1620658211059~ Act,n j 

1441 i I-b,,-, UK”,-726 “575 vol.2 4h H W  PLM-I / 1051327, I UNKNOWN 87.2 
I 

87.151620658211~Aeave : 
145! A P2 4h HEP PLM-I 0541195 IUNKNOWN / 
1461 

!I:65!-~!-~3-726 0576~012 44 9. 448626378181215 Aatw 
I I-.5%7-Tl/RO3-726 QC Low 3 

.Gl HEP PLM-I 
287. l.QC... __ / 44.‘! 2.87, 2 87241979607063 Actw .: 
68.7 ___I_-_- I ,mKNOw __ ~_ 68.7 68 703805023626 Act!5 

266185857581033~Acr,~ __ _ -.- * 

147111-657;T~O3-7260577 OGI2 B PI 4 
148ill-657.Tl/R03-726 0578 Oil12 A P24 5hHEP PLM-I 

_ 1~~~11-~~7-~!@3-7&5~579 WI2 B pl5b HEPPLM-I 
150\11-657-Tl,R03-7260580 OOl2 A P2 5h HEP PLM-I 
151/11-657-Ti,R03-7260581 OOIZBPI 5 5hHEF’PLM-I_mw.; 
152’1 l-657-TI/?I03-726 OS82 WI2 A P2 5 Sh HEP PLM-I 

_--23/l I-657.Tl/RO3-7280583 Ok12 B PI mm&M-I  
I54i,l-6$7-Tl,R03-7260584 WI2 A PZ 6h HEP PLM-I _ 
155:11-657.TliR03.7260585 M)12 B PI 7h HEP PLM-I 

6 752632015!5325) Act,w _ 
I 14 36367406(5992jAn,w i 

42lSJ3~107353C-6~Ac~1~ / 
4979026776u92181Acl~~ 

i 0022Ol8’ 

-1 I-657.TIiR03-726 0588 0012 A P2 8h HEPPLM-I 
_..._I. q!x7w 

&OXj!!O; 
15,s; I I-657.Tl/RO3-7260589Wf2 B f’! 9h HEP PLM-I 0 014592i 
l6Oi I I-657.Tl/R03-7260590 WI2 A P2 9h llEff~.‘.trlm ow54lll 

--i3issrTiiiiii%3%~ii53j cj iOh !!&FLM.I : OOO853+; 
162’1 I-657.TI/RO3-726 0592 WI2 A PI IOh HEP PLM-I OWlIll 

_ .-__ 163: I I-657.TliR03.726 QC Medium 3 1 2 ?O,O: _ ._ 
164,Il.657-Tl/RO3-7260(930012 R PI Ilh WFP PI M  I 001111-3 
I65 , ,-657-TliR03-7260~94~~~rhi(T~~ c- I --- -~ Om, X4’ 
166 11.657-Tl.R03.7260595~l2 B PI l?h IIFP PI U  I 

~~~__14!:I!-6_r~-TliRO3.726O~%~l2 A PI l:h IIIPFI W  I 
_~._1681!-~~~11:pO3-~~6q!l?70012 BPI I4hIltP Pl M  I 

169.11.657-TliR01-7260~V8~12 A?1 lIhI(FPflU 1 
~70~lI.657.Tl~OJ-7260~99aJl~B~l lftb HFPf’I M  I 

-_ __ !7!.!! 6?7-T!,RO3 71606GGMIIAPI IhhllFPPIU I 
,72:1, 6S7,,‘R01.7?6OhO,03liBPIR~tlfP~M I 
173’11.65?-I, ROJ-7?6Ot.O?OOI3 A P2 FvdmeHtP PI M  I --... ._.~.. 

-_ I74 11-657TlR03-726~1~~j~~~~?~hfl~~PI~!-~ 
,75+1, 657.Tl iR03.726&O4@OI3 A P2Ol~hHEPPIU I 
176 I I-657.Tl,RO,-726 0605 0013 B PI 0 %!I HFP Pi U  I 

_ 177:1I-657-Tl/R03-7~6~6~~~~3/\~2O_~h~E~P~M~l~ 
178: I I-657.&R03-726 0607 OQI3 B Plj.hHEP PLM.1 
l79;l I-657.TliR03-726 0608 0013 ?\ P2 Ih HEP PLM-1. 
180’1 I-657.71X03-726.Ec9 M)I3 B PI I 33h HEP PLM-L. -A------------- 
18l~l1-657-Tl/R03-726O6~OOOl3A P2 133h HEPPLM-L._ 
l82!, I-657.T,;R03-726 061 I 0013 B PI I 67b HEP PLM.1 

I lC3~11-657-Tl/R03-~~~2spc fii&b.--. 
I84 II-657.TI/RO3-726 0612 0013 A P2 I 67h HEP PLM-I 

.__-- .- _ _ a .“.._. 
167. I /U$KNOWN : _ 167 I66 8?2!5318j299 Actwt , 
I04 _ _. I _UNKNOWN _/ 104 104 387963!21236 ACIIM ’ 
427 ~_ .- r-----? --4% i:i765564l2? &a~ i ~ --. 
I88 1 l88* I88 351073530631 Actwe . 

-399 --L I QC 399 --- 399 03199867363 Acts-z : 
421, I/“NKNOWN 

---*--- 
421, 420715991047003 Acwe : 
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Analytical Run 3 Cabbramn and QA Sample Results for Omeprazole (ng/mL) 
Protocol I1.657-Tl/R03-726 

1617 0013 B PI 2 67h HEP PLM-“! _2 lp765; 169 
I -...~_29~2!g _. to7 

/ 435??2 120, 

I --- 

0 9:6?8S: 
! 048091. 
0611336 
0 834555 
0 0391159’ 
04!23!5, 
0 663744 

-.._ 
I l lJNKNOwN 169: 
I I UNKNOWN 

: I 

I luNgN~wN 
76 8 l /UNKNOWN 

107. 107 1221918262461Actiw , I I 
120 119 80!?!983!12 &xiy 

76.8. 76.7858741606565 Actwe 

199: Ia-~R03-726 0626 0013 A P2 4h HEk PLti-I 
200; I I-657-Tl/R03-726 0627 0013 B PI 4Sh HEP PLM-i. 
.2~1;1i-657-Tl~O~~726 0628 0013 A P24Jb &PPLM-I 
202) I I-657.Tl@03-726 0629 0013 B pi Sh HEP PLM-I 

204 II-657.TllR03.726 0631 0013 B PI 5 ShHEPPLM-1. 
?Oj; I I-$>~-Tj/RO3:~?6 0532 0913 A Pt Sash PEP PLM- I 
20611l-657-Tl/RO3-7260633 WI3 8 PI 6h HEP PLM:! 
207i11-657-TllR03.72606340013 A P2 6h HEP PLM-I 

0 !p!9- 
0 391iJ6 
0 165332 
0 166263 
0 ORSXO’~ 
0 @36(37, 
0 056806, 
0 or,4poT 
0 ogs~s, 
OOlRRhh 
0 “I 5026 
2 ;ylm: 
0 007S43, 
0007017 

2i3’ll-6S7-Tl/RO3-726O6390~l3 5 ;I 9;HEP PLM-1. 

217:Il-657.TI/R03-726 0643 0013 B PI I Ih HEP PLM:! 
218!11-657-Tl/R03-72~@44OJJl3A~2 i l&FEPPLM-I 

0 004OS?’ 
opo3 I ?S, 
0 00,987 
0 001 805. 
“0”,2~%. 
0 00,496~ 

219i11-657.Tl/R03-726064500,3BP, I2hHEPPLM.! _ 0 “0~~9c,‘ 
220; II-657.Tl/R03-726 0646Wl3 A PZ 12h HEP PLM-I-- .. 0 000796: 
22l! I l-~57-TliRO~-726 8647 0013 B P! l4h HEP PLM-I 0001119 
222111-657-TI/R03-726 0648 0013 A P2 14h HEP PLM-I 0 “O”OO0 

25 9 
T-- 

2593898698i9954 Aewe ; 
32.6228135621321 Ac~,M 

13.7. !3.~043024123352 Aetm 
13.8 137814805603913 Active 

; 

; . 7 II i-1 IT iii 159~35770538l~~t~~ 
717 
4 71. 
? 26. 
7 7P 

---.-.- .- .- i--~- / / -_I 
--711 7 17234518776424 .4~ll~_- a --__--. 

4.71: 4.70770123>181~ Amy, , .“_ .._,. 
..._..j26 4 259554008’2402 Acriw s -- ..-.- ~- 

&  ,” 2.78 ..-__ I,“I.N.““l. 
I / lJNKN0wN --- 

2.7829727265191, Acme ! 
I 56 1.56; 1.56254663019149 Aelrw / 

0 163 BLO4l.OOl 
0258 0.25764735l~Aeuve 1 

---;a-- 0 163304_~9<8?9_0~2 Acme 
_-__-.-__.-- __...__ i--.--. 

--t 
-30.148221835364337 Acwc ! 

3 0 105 0 105197712011937 Actwe : 
0.123 0 1?26~06316836608 Actwe 

.I-- 00729, 7 28674459089779802 Actwe j 
0 0646 6 457763408770628.02 ACWC 
0.0914. 9 135372627041378-02 Acrrve / : 

0 0000~0 Ik lNKNOWN ’ -0.001413 -1.469268&&8~- 
0 -0 O W  OOO~Oj~ OOL4l BL‘WI : 
5 “21249 416 IIQC 416 416.250683 

’ -00014~li -I 409268O&6lkl8~-03 Active i 
.03 A& 

&JNKNOWN -000141. -1.40926800961618E-03 Actwe ’ 
I 

--.-_-.- _-.- 
909475 Actr\e ; 

2231 I I-657.Tl/R03.726 0649 0013 B PI ljh HEP PLM-I 
224’11.6%Tl/R03-726 06500013 A P2 16h HEP PLM-I 
225: I I-657.TVR03-726 QC Hwh 4 
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Analyi~al Run 4 Cahbrauon and QA Sample Results for Omeprarole (nglmL) 
Protocol f I-657.TliR03-726 

-->i l I-657.TllROJ-726 Ots71 0014 B PI 3.33h HEPIJ ‘,I 
~“__ 36%-657-TI/R03-726 0672 0014 A P2 3.33h HEP Pi \1 / 

371 II-657.TllR03-726QC Medium I 
3811,.657.TliRO3-726 0673 0014 B PI 3 67h HEP PLhi I 
39j,1-657-Ti/RO3-7260674Wl4 A P2 3 67h HEP PL_M-I 

0675 WI4 B PI 4h HEP PLM-i 
726 0676 (10_14 A q2 4h HEP PLM- I 

421,,~57-TllR03-7260677@014BPI 4.5hHEPPLWI 
431,!-657-Tl,R03-726 0678 M114 A P2 4Sh HEPPLM.1 
441 I I-657.TlrRO3-726 0679 0014 B Pj Sh HEP PCM-I 
45!11-657.Tl/R03-7260680 0014 A P2 Sh HEPPLM-I  
46! Il.657.Tl/RO3-726 0681 0014 B PI 5Sh HEP PLM-I 

.:, I. ‘I?’ I iUNKNOW 212 211 667079847123 Acuve --.- ._... “_ _. _-_- 
’ ’ : s Ii‘ MU ALQy , ! --.-xi----- I UNKNOWN I 687s 686 898667493028 Acuw i 

/ l7li / i \!.?I- 171 I~Qc 
I UNKNOWN 137: 

~~O.SSS52l12385l Acurs 
/ iliiO7 I37 1366~819646~307 &rw 
~IIWXIJ, >!I ALWSOO) ; 1 UNKNOWN i 521 092345832042 Active , 521 
I35134X : 140. . -., 139.57)35)785766- ____I_._____ I_______-._ ---__ 
i 721875; _ . ___ ._ _ !842 3f&$92dOst’_5328, AC@ 
I “O~S40 I%- , UNKNOWN 104 103.886065489102 Actm j ” ” 
2 178073, 2% -- I UNKNOWN _ 256 255 9605412663~ A4vcc -__I 
II bYO8iK ii 3 f I UNKNOWN 71 3. 

-1 54RW 164 I ONKNOWN . . -i.: ___._ -_ 16-i 
71 3478979924272 Ac@e , 
164054333230038 Acnve ! ----- 

0 169065 38.1a I UNKNOWN 38 I, 38.1103191819027 ACUK I 
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Analywal Run 4Cahbratzon andQA SampleResuluforOmepra2o1e(ng/mL) 
Protocol II-657.Tl/RO3-726 

Seq. 1  Sample l~SUlUll~~t ccmc W,thm Dll"tkOll 
Number 1 

1 
1 Range 1 Factor 1 

Sample 1 Original 1 Full Precwon R!%ray 
Name Respnsp (ng/mL) Kind 1 Conc.(ng/mL) 1 Orig~nalConc.(nglmL) Tag 

._I.. ,__-.-_ ___... _ ___.. .___.... -_- . 4 li 1 I-b, !-i LIKty& .y$L, WI4 fir; .?"ll ~Jld~ YLFge 
. _ _ _ 

___ 48!ll-657-TliR03-7260683 Wl4BP16bHEPPLM-1 
L _ "_" 

49'11 657Tl/RO3 72606&40014AP26hHEPPLM-I 
-+--- 

0.6622101 68.4; luNKNOw?.l  . 
50 II 6~!-T_~~~3-~26.~~~~l~_BP_I 7!.HEPtLM-I 0.12552bj I!&!, !,!Ew~ ; 

797748166jAcliw -I---- +-. -:---- { 

31.8. 
6.43 
16.6, 

31.8: 
6.43. 
16.6: 
343: 

-.-cc!!-- 
364 

I E. 
421, 
1.08. 
242. 

3.43: 
Et.--- __. I.--- 

364, --------^------i--- 
207. 
421, -- 
I08 
242 

;. 

6l~li-bS7-rlnio3-72bO69S-C%l4B -- Pi.l2hHEi'i;Lti-I 
62111-657-T1,R03-72606960014AP2 12hHEPPLM.I 

O.f&BLQ<(l.OOl I.--. 
l.18i 

63111-657-T1lR03-72606970014BP1 14hHEPPLM-I / 00% 

-A----- 
L---- 

,~,1-6$7~TllRQ~-72606980014AP2~~~HEPP~~-1 _ _. _ ^  ̂ . ".*rr:oLy-(b "V, , 1 "i"nrv"yrr 
~~65i11-657-TI/R03-726069900l4BPl 16h HEPPLM-I  ~~68 WZEQ&!P.,--- .._. !vNm.. -- ;..---..---is i 

".*L"~LI,II",I*~Ell,nFLI"S _ _ _ _ . _ _ _ _ f t - 1 
__- 

66111.657.TIIRO3-72607000014AP2 16hHEPPLM-I o293:er oq1.00) 1 IUNKNOWN 0 293 
~~~'l~l-b5~-T1~~~~~~~0701 WISAPI PredxHEPPLM-I 

" LYJ4014,YL,4006 Actwe 
-00123 -0012292118582791 Actwe _ -. -_- _. "- . 

_ 6811 I-657-T1lI10392607020015BP2PredmeHEPPLM-I 
0 we. -0$23~~LQ~i.00~ I~UNK~O~ 
O.OOooW -00123:BL~lOOl ' I UNKNOWN ' 

:._. 
-0.oii3' - -0012i9ii185Tei79i A& 1 

69'11 657 Tl iR03.7260703WlSAPI0.2ShHEPPLM-I ; O.OOOOO+ -O.O123fBLO<~IOO) I 1 UNKNOWN 5 

__t__ 
.00123, -0012292118582791 Acrwe i 

70s11 657 Tl/R03 7260704M)lS BPZ&JSl,~EP_PLM-I f%%w -00~?3~BL~~[1.00) : .&0123j -O.~~~92ll~~%S~791 Actwe i 
71!11-657.Tl/R03-72607050015API OShHEPPLM-I  --tLw% 
72i11-657-71/R03-7260706001S BPZOShHEPPLM-I  1 0.0013491 0.127 BLQql 00) i 1 ,UNKNOWN I 

73j1l-657-~1~03-726~~707po1J_A &" IhHEPPLM-I 1 o.185196j 19.1, .I... ..I..^.. ^. 
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6 WI5 B PZ 7h HEP PLM-I __ 
TllR03-726 0737 0015 A PI 8h HEP PLM-I 
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Analyttcal Run 4 Csbbrauon and QA Sample Results for Omeprazole (ng/mL) 
Protocol II-657.Tl/R03-726 

Seq S&illPk 
NUlIlkr NUlle 

.@!I I-657.TliR03-726 076909!6&.j 3b I 
1401 I i-657-Tiko3-72i,o77 
14111 I-6%Tl/R03-726 0771 0016 API 3 33hHEPPLM.I 
l52jl I-657.TliR03-726 0772 M)l6 B P2 3 33h HEP PLM-I 

157 11.657.Tl/R03-72607870016 API 8h HEP PLM-I 
-. 158il ld57-Tl/_R03-726~ Medim 3 

159! I I-657:T!J+3-726 0788-X,1$ @  PZ 8h HEP PLM-1 
_- IiOiil-657.Tl/RO3-7260789 0016 A PI Belt&P PLM-I 

_ 161~1 I-657.Tl/R03-726 0790 0016 B P2 9h HEP PLM-J 
16211 I-657.TliRO3.726 0791 0016A PI IOh HEP PLM-I 
163!11-657-TIIRd3-726~792 0016 B Pi ,Ob HEP PLM-I j 0 002749 
1641 ii-657-Tl,R03-7260793 WI6 A PI I Ih HEP PLM-I j 

0 272 BLOm_.- 
0 000000 -00123 BLQql 00) 

165!11-657-T1/R03-72607940016B P2 Ilh HEPPLM-!  0 126 BLOal 001 

___..!77:n-657-T1/R03-726-0856 0018 A P2 0 5h HEP PLM-I ____- 
178+l1-657-Tl/R03-7260C Htph 3- 

[-L!IKc!& 
! 

- ,,nr .-..-.. -- 
.._ 

_ 179:11-6S7-Tl/~P3,72~ 0857 Op!s B Pi Ih HEP &M-j _ 
180,11-657.TliR03.7260858 0018 AP2 lb HEPPLM-I  -__----____ 

j 0066647r-7 

181 I I I-657-Tl/R03-726 0859 0018 B PI I 33b “BP P‘M-I j E+i!+-k---- 
l82:l I-657-TliRO3-726 0860 OOl8A P2 l33h HEP PLMI-I ! 12 526389’ 

i 08017791 
1290 ALQ>(SOO 

l83! ,I-657.TliR03-7260fl61 WI8 B PI I 67h HEP PLM-I 
184111-6%Tl/R03-7260862 W,8 A P2 1,67h HEPPLM-I  --r--&.%#--- 

.-QLp: 
10lO’ALQ>(500) 

82 &JNKNOti  : 18.2: 18 2486313397376 Actw 
f 

: - -. .--_ 
_“” 

i.i?$xK----- 
360 36O469063113315 ACIIK ^___ ...._ ------ 

687 
j47’AL0>1500) 

6.87 6.87201735357918 Atlm 
I UNKNOWN 

: 
m_m_..L 547 546842165065592 Actwe a ..--- 

I “NKNOWN -- ._f__..- - ?wL. 70.6089246978618 Aewe 2 
) . I UNKNOWN . 1>90* 1293.90248941225 Act,ye 

828 
j 

82.8075612023551 Achve j __ 
1010’ 101024925111042 Active I 

I tUNKNOWN ___ 
I 1 UNKNOWN 

- !292118582791 Acwc I 
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Analywal Run 4 Cabbratm and QA Sample Results for Omeprazole (ngiml) 
Pmecol 1 I-657.TilRO3-726 

2 &?h HEP PLM-I 

219;11-657-T1IR03-7260895M),BBP, I2hHEPPLM-I / 0417560 43.1, I “NKNOWN 43 1: 43.1196157421754 Actw ~- -. -.----._ - 
220! 11-657dl/RO3-726 0896 0018 A P2 12h HEP PLM-I 0 185852 192 I UNKNOWN I 19.2’ 19.1853114347691 Acttve ____ ___ 
221jll-657.rl.R03-7260897 0018 B PI I4hHEPPCM-1 0 21~059 t’2 2 IuNplOyh : 22.2* 22 2!l2251833488.! Actm 1 
222111-657.TIW03-7260898 0018 A P2 14h HEPPLM-I 9 86 ACIM 223~1i-657-TliR0~:7i6~0899 tit8 B Pi 16h HEPi’LMi &lo9561 ! - l .UNKNOWN 9.86, 9 8638570395620,1 0 133718 13.8 1uNKNowN i ! 13.8: 13.800123954137 Acure , f . 

-.-L--- 224’1 I-657.TI/RO3-726 0900 OOl8J,J6h HEP PLM-I 
---- 

0 075806 7.82’ I UNKNOWN -/- 7.82’ 7 81809730399752 AChw ---.--_-----_*-- i --i--.--.- 
225’ 1 I-657.TlIR03-726 OC HlEh 4 3 379647, 349. I oc 3492 349.088730503047 Acme 



Analytxal Run 5 Cahbrat!on and QA Sample Results for Omeprtwle (ng/mL) 
Protocol 11.657.Tl,R03-726 

% SZdDlpk 
riunlber Name 

1 I I-657-TiiR03.726 Time Check 
2~11-657-Tl/~03-726Mobile Phase 

Instrument COW. Wllhlll Dlhmml SElllpk OW&al Full Prccsmn scatus User ID Deacnvate R?ZUb 
Response (ngimL) Range Factor Kmd 

Rearray 
Cone (“ghL, ongnal Cane (“g/ml., Reason C0lNllent Tag 

0003471 1 83 
N/A: suG 00) 

I ~T!$tCh+ 1.83 I 82841530054645 Actwc 1 
I Mobtie Pha A”lX 1 

1 . . 

>ill.“>,-IIIK”J-,L”n I 

6 I la57-TilR03.726 B i _ 
-.7’11-657-Ti/R03-726C , 

8 II-657.TliR03.726 D I---- -~-- -- -... 
9 I I-657.Ti,Tt03-726 E I 

IO’II-657~TliRO3.726 F I 
I I I I-657.TllR03.726 0 / 
12 ii-657.TVR03.726 H I ~__.. 

OilWOK! 4 06831 4 830601092896188-02 ACWF 18~~1-657-71~03-72609040019 B P2 02Sh HEP PLM., 
19 ii-657.Tiik03.726065 WI9 A Pi 05b HEP PLM-I 
2O’lI-657-~~/R03-~2~09~~19 5 P2 0 5h HEP PLM-I 
21 1i-~5~TliR03-72609~7~19A PI Ih HEPPLM-I 
22’,I-657-TI/RO3-7260908W,9BP2 IhHEPPLM., 
ij li-657-Ti~O3-i26O~PoolPA PI I 33h HEi’& 
24 ii-657-TliRO3-72609i0WI9BPZ I 3lh HEPPLM 
25 ii-657.TllR03-726O9ilWI9APi 16JhHFPPLM 
26 ,~r657-T,iR03-726~9i2WIPB~~! 6?i,&P PI M 
27’,,-657-TliRO3-726091)W19A PI 2h ,tFPc, ‘i(-! .---_- .-... - _----- .__-_ 

____ ~~-6_~~~T,~R~,-,260914W,~B~22h~1~PPtM I 
__ ~~,~~-~S~.Ti~~3-726WI~DOI9A PI 2 tlh HEPFLM 

____ ,~~,,$57.T!‘R03.72609,6OO,PRP~23Ik1,1PP,M 

32 I ,-657-T, RO,.,2le.@ UilP kj p; 2 h’h ,‘f P t’l M 6 
31 ,,.657.T! RO3:!~6~lV~@lO A P! ih Hi P Pi U I 

_. 14-11.657 fI~~Ol.7?bWlOW)IPRP2 ~hllilPLM 1 
~.,!-6~?-TJ R03.726092tMIO~Pl )!Iht!tPPt4( I 

~~~~6_,~~~~~,~~~.~6092z~IvRP1J~lhIllPPiMI 

__^ !Ln+s? TIRo,B Qc MdlW ’ 
38 I I-657.TliROJ.726092~ Cf,lp ,%~Pi_J$ih l!EP !‘L_M_! _. 
39 I l-657-Ti~RO3.7Xr_C~~~ 90_$ e p‘ 16711 HCP PLM-I 
4O+,i-657.Tl/R03-72609250019A PI 4hHEPPLM-I 
4,+,1-657-Tl~RO3-7260926W,9 B P2 4h HEP PLM-I 
42.1,.657.TUR03.7260927 OOiP A PI 4 5h HEP PLM-I 
43 il.657.TliRO3.7260928 W19 B P24.5h HEP PLM-I 
44~l1-657-Ti,RO3-7260929OO,9A PI Sh HEP PLM-I 
45;l I-657-Tl/R03-?2~093OOO19 B P2 5h HEP PLM-I 
46.2,.657.T,:ROJ-726093, W19A PI 5 5b HEP PLM-I 

0031987’: 
I 037743. 
0 121805. 
059,271~ 
0 I55891 

cc!. 
I t’yKNowN ~- -- . . .- _. -_ 
I I!NKNOON _... -----.- -___ 
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0 3% 
06%’ 
0 167: 
0617, 
0 l4?{ 

1 I’{ 
,711 ____-. 

03SJ1 _--..--- 
- ._- -2% . 

0384 
222 

i 

I74 
567 

66 5 
323 

85 I 

222 40218579235 Ac,,w. 1 
I7 41092096L74Z.b A$,* j 

5670~371584699 Actwe i . 
66491803=‘786885 Acfm i _ ,, ; 
323 030601092896 Acme 
85.1180327868853~A~,,~ 

1 
1 



I1-65?:Tt~fj3-726 0253 00208 PI 0 ZSh “Et P‘M-I 
70: 1 I-657.TlIRO3-726 0954 W20 A P2 0 25h “EP PLM-I 

87+tI-657.TIIR03-7260970fJ020 AP2 3hHEPPLM-I 
88: I I-657-Tl/R03-726 097, W20 8 PI 3 3!) HEP PLM-1 
~9:l~1-657.TI/R~3,7_260972 0$2>+ P2 4 33h.flEP PLM-I 
PO.! 1.65!-T,/RO>-726 0973 020 B Pt 3 67h “jr PLM-I 

14146229508j967 Act@ 
221.0459@$j936( A&K 
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Anaiytd Run 5 Cahbrarma and QA Sample Results for Omeprazole (ng/mL) 
Rolocol ,I-657.TllRO3-726 

110 II-657-TIiR03~?26OPPZ0020AP2 ,Oh,lFPP,M I j ODmua bw.II ix*,, m, 
III 1,.657-T1.R03-726099?~20BPi IthHFPPIU I OiXl.,, ow Ftl~,tm 
II2 ll-617-TI~RO3-7260W4oIOA P2 ,,h WPP, W , 

: 
0 BYXNW Ohtl Rtlt-ll ml 

113 II-6~7-T,~03-726090~W?0BP, ,2h,,i-PPIU I : b nrcvl 
II4 ll-617~Tl~R03-7Z609WaO?OA P? ,lhHFPP,M , 

0 uo:,;c, mt 
/ binvrn ORTI RIOIlrn, 

120 I I 657 TI ROJ 726 ,m:oo2t A Pi hrd,w WFP II H I ; 
,21~1,-6~7T,RO3:2b,WfM?,BP,O?~~,,lP~~, I 
,22,,16f:11R01:26,(nrM2,~,:“2~h,,,P~u, . 
123 it.657 T, RO, 7:bW ,,,,I,,? 

-..-LLJ,iJ._6t.J.l t R”3 ‘2b t&c rnz I 5 pi 0 ,h ,!, P PI 04 1 
I25 1t6J7TIRO3726I~O2,A,2O~hHFPPl~, _ 1~ -.___---- ____ ..-. .__- 

~~ I26 II-657.TI ROJ-726 IOp7W2, Ei PI ,hHfPP, U , 

-_.!30 ,I-657.Tl/R03-726 1011 0021 B PI I 67,s HEP PLM-I 
131 I I-657.Tl/R03-726,0,20021 A P2 ,.67h HEP PLM-I 
,32:,,-657.TliR03.726,013 002, BP, 2h HEP PLM-I 
133‘11-657.T,/R03-726 10140021 APZ ZhHEPPLM-I 
l,l,ll-657-T~/RO3-726 ,O,S 092, B 9, 2 !3hHWP&M-I 
135.1,.657.Tl/R03-726 10160021 AP22.33hHEPPLM.I 
I36~,l-~Sl-Tl/RO3-~~6 lO,7002, BP, 2.6711 HWPLM-I i , 

.PmuL- 
386633 0 

0016727, 
0 2~9049. 
0 osw59: 
0 164185 

32 2 32 2043715846995 Actwe i : : 
0 491303 

897 89 6502732240437 Actnt j 

0 128267: 
268, 268 4+65!377049 .+cr,ve 

700 
! 

137.,1-657.T,/RO3-726 1018002, AP2 2 67h HEP PLM-I / 

7on,,o~nn,~7~,jAc”w / __~ __,_; I.“.,: 
0 6S$S5,i 359 

I38 11-657-T,/RO3-726 1019 002, B Pi 3hHEPPLWI / 0092476a so 5 I t I UNKJ4OWN I so 51 50.4650273224~~ ACOVC I 

358.702732240437 Actwr 
..:. 

] 
. ,..., . 
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5 Calrbratmn and QA Sample Results 
Rotnol t I-657.TliRO3.726 

for Omeprazale (n&I 

@ ‘I !-657-TliR03$2$ A P2 8h HE! P‘t+, 
I>9 ,1-657-Tl/R0~-~,!!~10~9~~i BP1 9h HEP_P‘M-I 
160 J 1-$57;7’!&~3-72~ IOjO~t! A  P2 94 HFP PLM-I 
161 ll-657-TliR03-726 1041002I B Pi IOh HEP PLM-I 
162 ll-6i7-TVRO~-ji6 IO420021 A PitOh HEPPLM-I  
I63~l,-6S,-T,,R~3-~26 10430021 B PI , ,bHEPPLM-I 
16411-657.TVRO3-726 IO440021 A P2 Ilb HEPPLW! 
165’11657-Tl/RO3-726 1045 lW2I B PI 12b HEP PLM.j 
166 I I-657.TliR03.726 10460021 A P2 12h HEP PLM-! 

___L67-Ii-657.TI/RO3-726 10470021 B PI Mb HEP PLM-I -.+--. - 
_ _ 168.11-657.TliR03-726 1048OO21 A P2 14h “EP PLM-I 

(. 0092626 i 
13 6459016393443 Actm 

-00683,BLQ~lpO) _ 

171 II-6%Tl/R03-726 10500421 A P2 16b HEPPLM-I  
__ I~J~I~-~~7-Tl,RO3-726 lO5, 0022 B PI Predose HEP P&I 

173 1 i-657-Tl/RO3-726 1052 0022 A P2 R&K HEP PLM I 
174 1 I-657.TllR03-726 1053 0022 B PI 0.25hHEPPLh;.I ’ I_____----~~ ; 
175 I I-657.TlKtO3-726 1054 0022 A P2 0.25h HEP PLM I 

I 176 I I-657.tliR03.726 lO550022B PI 0.5hHEPPLM;I -. j 
- 177 1 I-657.TlrROl-726 1056 0022 A P2 0.5h HEP PLM-j. ._ 

178.1 I-657.TlIR03-726 10570022 B PI IbHEPP~M-I 
179.1 I-65?-Tl/RO3-726 10580~2JJ P2 !h HEP PLM-I 
1~0.1 I-657-Tl~O~-726 IO590022 6 Pl I 33h HEP PLM-I 
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Analytd Run 5 Cahbratmn andQA Snvple Results forOmepraz& (~&IL) 
Prorocol ll-657.TllR03-726 

% Sample l”StWiW”t cone V&h!” mutm 
dumb3 Name Response WmL) Range F2CWI 

165 II-657.TliR03-726 106300228 PI 2hHEPPLM.I 1 0022672 123 
186’11-657.TI/R03-726 10640022APZZhHEPPLM-I 
187’11.657.TIiR03-726 10650022 B Pl233b HEP PLM-I 
ISS:ll-657.TliR03.726 10660022A P2 233b HEP PLM-I _ _- ,_.^^ -.._ _- _... - .._...^. -._.- - 

_ IS9~llr$57:~l_R03-726 !O$?a,GJi BP, 2_67hHEPP‘+! 
._. WO.~!:W!-TliRO3.726 10680022 A P2267h HEPPLM-I 

191 It-657.TtiR03.726 10690022BPI ,hHEPPLM-1. _ _ 
._!~~!-~57-TliRO3-72~~i~~~~Z~~~~~h HEPPLM-I .__ 

193 lt-657.TliR03.726 1071 OOZZBPI 333hHEPPLM.I 
194 tt-657.TtiRO,.7261072 OO22A P2 13% HEP PLM-I 
195 ll-657.TtfR03-726QCLou 4 ___- 
196.l!-br7-I!lRO3-7Z6 IO!30022 BP! 367hHEPPLWI 

.-..!92:1_1165!-Tl.R~!-!26 ,0!4WZztPp! 3 67h HEPPI.M-1. 
_. ,j!?? 11.657.Tt’R03.726 10750022 BP! + !,~I’+.,-! 

199 11-657-T, RO1.726 10760022 A P24h !W’PL+I 
200 ,I-657-T, R03.726 107700228 PI 4 Sh “tPPLM.1 
20, ,I-657.TtlRO,-726 10780022A P24 5h HEPPLWI 
202 II 657.TI RO3-726 1079M)22BPI ShtiEPPLM t 
203 11.657.TtiRO,-726 lO800022AP25bHEPPIV I 
204 It-657.Tl’R03-726 1081w)22EPt 5 ShtitPPLhl / 
205 11.657.lliR03.726 10820022 A P2 5SbHtP PLSI L 
206 II-657.TliR03.726 10830022BP16hHEPPLM-I //I,:., s. 

207 11.657.TiiR03-726 10840022AP26hHEPPLM.I 31 1c,, <._ 

208 ,I-657.Tt:RO,-726 10850022 BP, 7hHEPPLM.I ‘/,l:*/,.\ 

209 ,,-657-Tt/R03-726QCMed~~un4 0 i::is- 

224 tI-6~7-TII~03-j261100002i~P2 16hHEPPLWI 
225 ll-657.TliRO3-726QCFhgh4 

%lple 
Kmd 

UNKNOWN 
UNKNOWN 

Ongml Full Prmsm stallx user ID oeaew*te RS”h Reasray 
Cone olgknL1 Onglnalconc (“#rnL.) R&%Wll commem ‘Fag 

123 12 3207650273224 ACUM j I 
9.47. 947377049180328 Acme I 
32 51 324912568306011 ACUR 

-1~ 
‘dolt 806732240437158,Acl~\e 
3 24 

4251. 

~2448087431694Acil\~- - 
-?248765073224.Anl~ .~. _~ 

8‘ I 840~02712240437 ACUW 

UNKNOWN 9 79’ 978852459016,93~Ac,,\~ I 
,Qc 1761 176 154098360656. Actne 
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Ana,yl~calRun6Cal~brar1on~dQASampleRcsultsfcrOmeprazole(nglmL) 
Prorocoll1-657.Tl/R03-726 

w Sample 
Nme 

Sample t FullPncsian I Reassa” I 

l~ll-657-TllR03-726TuneCbe& --._ / 
2 ,,-~57-Tl/R03-726Mob,,eP~ 

I 
I . .._ 

NIti 3~ll-6~7-TliROi-726CONTROL BLANK 
4~11-657-T,lR93-72~Blan~-IS 
.s ,,-5:7-T!/R@-726.A I iOl “’ ‘i 
611,.657.TUR03-726Bt 

0 ololy - ioc 
O.O,Y2,8 1.97: I STANDARP t 0,’ 

7;!1-557-T,/R03-726C I ’ 0046800 485 I I STANDARK 

12.1,.657.T,iR03-726H I 4703967 493. I STANDARD 
1 

493 49266890,225516Act,re 
I3~i,~~7-~I/Ro-726~~~~QL~B~A~~ 

---- 
.* N/A 
14’,1-657.TllRO3-7269cLow t b2iiih 

I CONTROL BLApiK i .._._ _ “.. _. ,._. _I_,_ _ 
2 86 t.Qc 

” _“. IL-- 
2 86, 285566146433435.Act,K , 

.- 

_ lS’,l-657dl/R03-726liO1OO23 BP! Pre&xHEPPL~~~M~__P_IYLPP -00479 BLQq1.W) IUNKNOWN 
16 II-657.TliR03-726 ,,02002! AP2 R~$oKFEP!“M-I 

-00479, 4786844034775328-02 Anne ’ 
.--. .- _._ ___ ; OF!rw. 

17 ,,-657.TIIR03-726 I,030023 B PI 025b”EP PLM-1 
-OK79 wx!GQ~.f .O.p!Y 478M$O~477532E-O2 Actw~ ‘T_ 

,8’11-657-TIIRO3-726 1104W23AP2025bHEPPLM-I 
_ o.wwoo -0.W79.BLQqI.of) IUNKNOWN -0U79, -478684403477532E-02:Aalvc_ 

. 
: - 

O.OOOWO -0.0479 BLQql.LxI) 1 UNKNOWN 
,9‘ll-657-T,/R03-726,,05M)23BPI05hHEP&’~U.,~ 

-a -4.78684403477532E.02’Acriv~ ----A---. 
.,,.,.,,,,.,,.,.” _.,.. * _..I____. “._ __ -, _“-_._ _ I. . _ !,w -W?p:FW ‘?‘) . -0M7Y 4.7~~~~~77~~2~~~Pnlvc ” “_ __- 

20.1I-657-TliR03-726,,06W23AP2O.5hHEPPLM-, O.WOW43 .00479,BLQqlW) i 
1 ^. “” 

l.uNKNowN ! 
i _ 

__. 21:,1-657.TiiRO3.726 ,,07OO23BP, IhHEPpLM-I 
-0.0479, 4786S4403477532862 A&c --. 

: O.OQ2892 0.255 BLQ+O) I UNRNOWN 0.255 0.255053943647219 Actwe ! 
22 1I-657-Tl/R03-72611080023AP2,hHEF-PLM-I 
23ill-657fllR03-7i6 ,109@3~3BPI , 3jhHEPPLM.I 

. o.o$o$l -01)479BLQqlW) 
l___--_-^ -_-___ 

* a@79 -47!6_8~J347_753285~ Actwe 
0005248 I. uNKNowN 0.502 0.501833036555986.Anive ) 
0003614 24 ,,-657-T,,XO3-726,,,00023AP2 1.33hHEPPLb.f.I : 0331.RLQ4100) , UNKNOWN 033, 0330679794699906 Active ..- 

25:1!-657.T,iR03-726111100238 PI ,67hHEPPLM-I _ 0.063053 65S661464334346.Anw 1 
_____._--_-.- 

t- 26;,,-6 2! Ii-657.Tl/RO3-7261113oOJ3 BPl2b,jEP~LM-I 28.11.657.TVRO3-726 ,,,40023AP22hHEPPLM-I 62 992 8. 
627597,5O937467+Aaivc ] 
9919870,16.26689 Amve 1 
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146 11.657.TlrnO3.726 12250025 BP, 4h HEP PD.-I 0010093 IO1 
147 ll.65,.TliR03.726 1226GQ25 A P2 4h HEP PLM-1 0 831569 K----- I “NKNOWN a,., 87 0547816067875 Acttve ’ ^ 

; 
. 148’11.657.Tlirco3.726 12270025 B Pi 4 Sh KPPLM-1 / ts!!y IZI* l&UNKNOWN 121. 12055032994658 Acuve / ‘Argh inirmat, Slandard 

I 
149 1,.657.T,lRO,-726 122SW5 A P2 4 Sh HEP PLM-I I 223928 128 I UNKNOWN 

128 128 152403896512~&~ 
IS0 11.657.T,/RO,-726 12290025 BP, Sh WEP PLM-I 0 795194 83 2 I I UNKNOWN 832 83 2446841939876’An~ ! 



* 
J 



I W . “ l , . :  _ . . . . I .  . _ . . .  .  

0  ? % rM l ’ ? 1 l  I 
1 0 0 2 6 A P J  I4 h H L P P J M ! : _  







I24. I ,.65,.T,,RO3-726 1404 W298 P2 0 2Sh HEP PLM-L 125 ,,.65,.T,RO3.,26,dn~m,9*P,o~hHEPPLM-I 

1,7871275??77!!2,Adi.~ ’ 
629.956972586412.Active 

._... 
I UNKNOWN 

. .._ --& 250318712753278 Act< -- _--A 
_I_- - 

170 225625744934 Anwe J 
. 

:.$7.TlRO3-726,422 0029i+ 3,3!h HEP PLM-I I Xrbb~l, 111 IS0 934445768772.AcW 1 
143’11.6Si.TlRO3.7i6 1423 WLPAPI 3 67hHEPPLkI !339Om:I, I@ JJJKNOH’N : 164 159 55q52324195 Actrvt I ,&oh C&mal Smdard_ 1 _ 

I44 I I-657.Tl-mO3-726 W Medmm3 ! 612417: I?( .----.-. ’ @z 195 194 52%7818831$Aar~ I -- A-.-.----.-- _ , 
145 1 I-657.TbRO3.726,424 ?2? B P2 3 6!h HEP PLM-I I996Oii 238, I+uNKNOwN Z38. 237~6t~7~61~~3~l~A~1~ _ 

_j 

T46s ,I-657.TL’RO3.726 ,425 0029 A PI 4h HEP PLM-1 c c%.s/~~-..‘si _ I UNKNOWN 78.4’ 784237187127533.ALliw 
147 1,467.TUR03.726,426 W29B P2 4h HEP PLM-I I 7Jj3231 208 luNp4OwN I _ . . 208 207.9j6t.89~537~4 .+e ! 
14E:l1&7.TliR03-726 ,427 W29 A PI 4.5heHEPPLM-I 0 55’1228’ 66 6‘ 1*UNi+OWN 66 6. 66,61f$~72@9$5;&twr 
149: I I-657.TlRO3.;26 i.i28 W29 B P2 4.5h HEP PLM-I ,730d 206 I UNKNOWN 206 206.178426698451 Active 

( 
, 

-_.---_ ..I ~.~ 
IS0 , I-657.T,RO3-726 ,429 0029 A 6’1 5h HEP PLM-I 0 wss3: 45 8 i UNKNOWN 45.8 45.79737783075u9 ANK I 
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seq S8l?lple INlrument CO”t WithIn DilUtlOn Sample ongmi Full Recrrmn status user ID LkamYate Reruh Reassay 
Number NZlle Response wm Rmze F.¶ctor ffind Cont. (ng/mL) Ongml Cont. (nglmL) RePXln COMne”t -2 

1~11-657-Tl~~3-7~6T1meCheck 0058662~ 1.49 I TimeCb$ck I . ‘$9. 148~23~~~~~~1&twe _ i 
2 I I -657-TllRO3-726 Mabde Phase N/A; 
~~~I-~~~-TI~RO~-~~~CONTR~L~BLANK N/A: 

: BiQ+l OO) I Mobile Phase i 
I CONTRQLBLANK ] 

&ti*i 1 
- -7 

BLQcfl.00) ACllVC I 
i 4’1 I-657~TllR03-726 Blank-IS 0 ooowo~ -0 iS0, BLCX<( -- 1.00) l Blank-IS 1 b.450 - - ” 64499934245,34,4,Ac,,v~ : - 

I l,‘li-657-TliR03-726G I 1 12202446’ 401s ! I ISTANDARD ! 401 400.735106522883.Actwe I 
472 732147553919:Aclive 1 / ~--- .-_ s ___-.- --..__- 

I STANDARD 
I STANDARD 
I STANDARD 
I STANDARD 

-- 

. ‘L!&Kw 
-!.W.W 

’ VNW~~W _ _ !?s’?Z3!?5&!4!?25:A~!!‘? -. 
0.2+774$ 7.70. ~PWWN. 7.6951~331930563~Ac”~ 
9.428119, 310 I UNKNOWN 309.5223!6654392~Acl,~ 

I 25 II-657.Tl/k03-726 ISI1 OO3l API (@hti:PP&l - 1 2J7188i! 844; I WJ~OWN. 1 . _. 
26,ll.657&03-726 1512 0031 B P2 I67h HEPPLM-I  1 10.430817: 342 I UNKNOWN -A___ 

AlI-657-TllR03.726 1513~~1 ZhHEPPLM-I I 8 796994’ --__- ---- -ii?- 1 UNKNOWN __--. 
28. II-657.Tl/R03-726 lSl4M)31.~ P2 2h HEP PLM-I 
29 ,1X.57-TllRO3.726 !jgsLA PI 2.33h HEP PLM-I -_____ 
3O:,l-657.Tl/RO3-726 1516OQ~~lf/P~~33h HEPPLM-I  ____-- 785W2. -__q_ - _ _-__ 1 lJ?JKNowN _- -._-- 
31 II-657.TliR03-726 1517OO3, API 2,67hHEPPLM-I 13.136018: $31-.._~- I UNKNOWN __-_------ 
32:,1-657.TIIR03-726 15180031 8 PZ 2 67h HEP PLM-I 6 55w87i 2151 I L rNKNoWN 2149@3O52603893’Acliw 

t uhKNowN 

42’11.657.TUR03-726 l527&31 A PI 45hHiPPL$:I 1 2803lj2; 720 I 71?~23448185166 Actis / 
43’,1-657-TliRO3-726 !;&yy-‘!~~‘c4 5hljEPPLM.I 2 2Z803: 726 I UNKNOWN 72.6. .7&$300631_2467,2 i\n!le i . ,. ., ” . . ” _“” -._ ., . . 
i4.I 1-~57-~“““7~~,!5~9~031 API .5h HEP PLEI(-1 ! !cs358. 42 5 ‘I IN~QWN _ ,42,5 42 4~7(141031036’ AC@ 
45’11.857.TliR03.726 15300031 B PZ 5(h HE? PLM-1 I .j593]6; SO 8 f 

46.i I:&Ti,RO3-7i6 IUi OO3, A PI 5 5h HEP PLM-I 
l ,uNKplOwN 

0.961411, 31 2’ I / UNKNOYIW 
% ‘.8. ~~~~~i~~~~~~~~~~~ j : 
312 

i 1 - ” : 
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65 II-657.TlsRO3-726 154VOO31 A PI lbh lit PPI M I 
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Analyncal Run 8 Cnbbranon and QA Sample Rerubs for Omepmole (ng/mL) 
Protocol I I-657.Tl/R03-726 

-138”li.657.T,~O303-726 16i8&3 8 P2 2 67b “EPPLM-1 1 0.558743: 179 I I~lJNKNOWti 1791 179200420831142-.&w- I- T i ” I 



Analyncal Run 8 Callbranon and QA Sample Resubs for hlepr=ok (n$imL) 
Pm,wcd 1 I-657.TltUO3.726 

seq Sample 
Jumbtl NZIIW 

139. I I-657-TllRO3.726 1619 0033 A PI 3h HEP PLM-I --: _  _ ._,. 
14p~ll-65_7-T~~~3-~~~~~~2OWjj B  F.; ih,HEP kM-I 
141;1~~5?-Tl/Ro3~~~~ !6210033 4 PI 3.33h HEP PLM-I 
142 , I-657.Tl/R03-7261622 0033 B P2 3 33h HEP PLM-I 
143 , i-657.TI,R03-726 1623 0033 A PI 3.67h HEP PLM-I 
144’ Il-657.Tl/R03-726 1624 0033 B PZ 3.678 HEP PLM-I 
145: I1-657.T,iR03-726 ,625 0033 A PI 4h HEP PLM-I ___ 
146: I t-657.TllR03-726 1626C033 B P2 4h HEP PLM-!__.-. 
147.1 I-657.Tl,RO3-726 1627 0033 A P, 4 5h HEP PLM-, 
148 i l-657.TliR03.726 16280033 B P2 4 5h HEP PLM-, 
149.1 I-657.T!IRO3-726 16290033 A PI Sb HEP PLM-I 
150 I I-657~11103.726,630 W.13B P2 5h HEP PLM-1 
15, Li+-7-!RO3-726 16310033 A PI 5 5h HEP PLM-, .._ __- 

152:l I-657.TliR03-726QC Mcdun 3 __. 
IS3 I I-657.TIIRO3.726 1632 0033 B P2 5 5h HEP PLM-L_ 
154 I I-657.TilRO3-726 16330033 A PI 6h HEEPLM-I  
155 I I-657-TI/RO3-726 1634 0033 B P2 6h l,EP PLM-1 
156 i I-657.TiiR03-726 1635 0033 A Pi 7h HEP PLM.1 
IS7~!-~5?-Tl/~~~-~26 16360033 B P2 7h HEP PLM-I 
!~~‘,!.$~7-~1$03-!26 16370033 A Pi 8h HEPPLEI.  _ 
‘~9,ll-657-~!i~O3~7~6 1638@32 9 P? !h HE! PLEI 
164 ll-65~Ti/~O~-726 it39 0$33-A e!, ~e,~~~,&M-I _ 
ICI;“-657.Tl,RO3-726 16400033 B P2 9h HEP PLM-I 
,,$62,,, I$57-T!/~03-/2$ ,641 0033 A Pj IOh HEP PLM-I 
I63 ,i-657-Tl/RO3-726 16420033 B P2 IOh HEPPLM.,  

I_- l&4,11-657-TliRb3-726,643 0032A PI iih H&PLM-I 
165:,,-65?-TilRO3-726 1644OOOgP2 I lhHEPPLM-I 
166 11.657.TllRO3-726~~03 A PI l2h HEP PLM-L__. 
L67’11.657.TVR03.726 I644-zj.9 P2 l2h HEP PLM-I 
,6&1i-657-TiiRO3.?26QC H,gh 3 
,69,1l-657.TirRO3.726 I647 0033 A PI 14h HEP PLM-I -- ._ 
170ili-657.TliRO3-726 1648 0033 B P2 l4h HEP PLM-I 

___Iz1’,,.657-Ti/RO3-726 16490033 A PI 16h HEP PLM-I 
172.11.6S?-T,/RO3-726 16200033 B P2 16h HEPPLM-I  
,73,,,-657-TllRO3.726 1651234 B PI PredoseHEPPLM.1 
I741 I I-65FTVROJ-726,652 0034AE2 Predos HEP PLM-1 _. 
,75,1,-657-TI/R03-726,653 0034 B PI 0.2Sh HEP PLM-I 
176;,,-657-T,/R03-726,6540034AP20.25hHEPPLM-I I 

_. 177:,1xX57-TliRO3.726 16550034 B PI 0.5h HEPPLM-I  
1?8.11-657~T,,RO3-726 1656034 A P2 0 5h HEP PLM-I _. 
i79~11-65?-TiiR03-726,~57’““‘P~ IdHEPPLM-! 
l8O~ll-657-Ti~O3-7i6,658 W34A P2 IhHEP PLM-I 
!Ei,i!l-657-~i/RO3.~iS i&&l B Pi I<zh H&‘$.k!! 
182ji i-6>~-fliRo_3-~26 1660p034AwP2 I 33hHEtPLfri:l 
,~3~,!,657-T1/~0~-~~6 i6.61 pO$4 B PI f 67h HEP PLM-I 
184’1 I-657-TllR03.726 1662 0034 A P2 1.67h HEP PLM-I 

i 146984:. 373 _ 
&2?51!4, 270 
1.943335, 63.4 -- 
5 422497 178 
2 989481 97.8 
2 l9241@ 7,.6=_ ~~~~ 
3 086863 IO1 

-OBM2M): 28 0, - 
7 209400 237’ 
0 473663, 15.1, 

-2>48194’-._83_1-.. --~ 
0 202s44 621 

-$-,$7~~;:~~~ --_-z-;; -- 
0 9873881 

-;Tur 
329 _-- - 

L-.-... 
0 568025 in 2. 
0.051490: 
0 104289: 

. ’ 24. 
og3741 

2 98. 
0 253;BLQ‘4j @.?J 

0041396’ 
qoo9775: 

PQ,!.fW-X!@J 
-0 !29.BLQ<( 1.00) 

~.020104 p.2ll*~LQq,.OuJ 
OW5124 5 ~82;~LQqlooJ 
0.0202 19 02iSqeLQ+ 00) 
O.OQ4678 -0 2% BLOqi 00) 
0009799 -0 128 BLo<(I.OO, 

.OOWW! -0450 BLcwl W)-_. 
0 007583: -0 20, BL@, I W) -- _ 

_I1 8116% 388, 
0008234, 5 I79 BLW I.00 1 “.~__ 
ooomi30. -0.450 BLOql 00) 
000W100. -0.450. BLO<( I 00) 

~sm@ -0 450 BLo<(i.OO) _ 
-0-w: -0 450 BLQq, 00) 
~_oooom3i -0.450 BLQq-ex: 

O.ow(x)o: -0 450 BLQc(i 00) 
0 OOWOO:  6.450 BLWI OO]-- 
0 105259, 3.01 
Ot?!??P, -or 

10053182’ 330, 
:0.%6913: 5.04 
..?:W573t ., 219. 

0.248042: 7 10, 
” 707w!: ~32. 

0 162604. 4.90 

I 

j 
I 
._. -~ jUNKNOWN .0.296[ -0,296192793266702iAc!we / 

-- -.!-l~O~ -0 128 -0 127827459231983 Actwe / 
__ I UNKNOWN -0 450_~ -0.449993424513414’Acdve / --_ 

._-_L UNKNOWN _ -~ozo? 2 200683850604945 Acnve 
A5&&zzko;+-- 

/ 
-~7.888249605471. Act&- ‘m  ____ 
5 17928Ob1176749l’Actwe__ _. -I _- 

IUNKNOWN -- -0 450 -0 449993424513414’Acdve 1 
I UNKNOWN -0ASO 5.449993424513414 ACWC / 
I UNKNOWN -0 450 -0449993424Sl34~Anive i.-..,-- 
I UNKNOWN -0.450 -0.4499934245i3414’Actwe I 
IUNKNOWN ._ 5 450 -0449993424513414’Ad,w 
I UNKNOWN -0.450 .0.4499934245,3414 Actwe I 
I UNKNOWN .I_ 5 450 .0,449993424513414~Aeuw i 
I UNKNOWN 301 3.01065228826933~Act1vc / 
IUNKNOWN ! 5 450. 5 4499Pj4~~Sl34i~,Acd~e j 

j.- . 

- -i 

---2 
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198; 1 I-657-TI,RO3-726 1675 0034 6 Pi 4h HEP PLM-1 1uNKN0wN j_ __-. 2S.Ri 25.8102314571278.Active i I 
199, I I-657-TVRO3-7261676 0034 A P2 4h HEP PLM-1 6 206143: 204 I UNKNOWN 204 203 5920568122WActm t --- 
200: I l-657-T,1RO3-726,677 0034 B PI 4.5h HEP PLM-I 0 499976 160: I UNKNOWN 160 15.9879339821147 Actin / - 
J~lj l!$$7-Tl@03-~~6 ltS!8 Oqt4 4 ~2.4.5l1~HEp P&MI1 2 61441’9i 855, ‘UNKNOWN 85.5. 85,50539~8woOp5~~ctw / 

-+----- 

%  
~OJ!~-6_57-Tl@~-~~$16~9~~~ B P!Sh FEp PLY+1 0 24,994 !~ UNKNOWN ?.5! ~.S06!48079?~7?EAc~,w i 
203’1 I-65!-T,/ROJr726 !68~0034 A P2 5h HEP PLM-1 Ir” .-._ I .198026’ 

7 51; 
I UNKNOWN 

$162513( 
45 5. 453, 45 ~1~5126249342~A~nc / 

., ,, Zfi@4Jj-@7-T!,R~33-72_6 ,qS, EOp e pI) 5.5h H_Ep P&M-I 4 69; _. ! IMKNo? _ ” -“289. . 
205’11-657-Tl/RO3-72~,~6j2~~34A p2 5 ShHEPPLM-I  o.L47m; “24’. _ ” ” _ “! .2?swY -et. 

489~8~2g6oqol&l~ ” ,I- 
24.1216793792741 A&K _ “__/“__ .” . ..- .- ^ _ _ . _. ______ _ _ . _ 

206’11-657-~~~~~-7269C_M~~~~~.~- __ I _-.” _.” 
207.1 i>657-T_@3-/~6,f+j pP34 e Pi 6h HEP PiM-! 

,, 56,?8!!1 -!.-Qc. “_ - _ _ -‘s4-.’ - _ .!s~~~~~~923!98.~~~!~ 

%  
0@40!2: 

13.g 
I m+NowN _ /@, 264087~8001052,~A~w 

2-08; 1~+57-T!/~0~-7~616~4 0034-A p& 6h HEP PLM-I 0431977 
0943+BLQqloO) 

I UNKNOWN _ 138. !3,~~230i~203~Qs!.Act1~ / 
2W_!I+S7-~l@3-726 168: Oq34 B Pi 7h HEP PL+I O.Q42360 ! UJqNoivN 0% 0 94?694634402~6;Achve 
210. I I-657-T,iRO3-726 1686 0034 A P2 7h HEP PLMi.- 0 167748. 507 I UNKNOWN 5.07 5.0651301946344 ACllK ____“̂ ~_. _^- 

2 I 1 l-657.‘Tl/RO3-726 1687 0034 B PI 8h HEP PLM-L- 0 022307i 0.283 BLOC(l 00) 
212: I I-657-T,lRC3-726 1688 0034 A P2 8h HE~~&k! .._ ._ ..~ 
213:l l-657-TI1XO3-726 16890034B PI 9h HEP PLM-I -- 

2,6.,l-657.Tl/R03-726 16920034A P2 IOh HEP PLM-I 
217:,1-657.TliR03.726 ,693 00346 PI I Ih HEP PLM-I 0006081. -0250 BL Wl@lL- I UNKNOWN -0 250 -0 2506575486586 Actwe ! 

218.11.657.TIiR03.726 16940034 A P2 I Ih HEP PLM-, 0 o%E‘ ..-I13A!G2Tm .-. I ,UNKNOWN 3168 4 
- --- 

219 ,,,- 657.TliR03-726 1695 0034B_Pij2h HEP PLM-I 1 0000000: -0450,BLQgOq ~._ I iUNKNOWN 
167674907943188,Aawe 

-0 450 -04499934245’34’4 Aetwe / -- _--- 

t 
220: I I -657-Ti/RO3-726 1696 0034 A P2 I2h HEP PLM-j--. 0otmwo~ 6450 BLWI 00) ..._ I !UNKNOW a450 d 4499934245_~~c”vc 1 /- 
22ljl,-657-Tl/R03-726,697 0034 B PI 14h HEP PLM-I Oooomo! -0 450 BLQTI WI I IUNKNOWN 0 450 -0449993424513414 Actwe -- / 

._- 
---222 11-657.T,/RO3-726 1698 034 A P2 14h HEP PLM:i-- l /UNKNOWN OOOOOOO’ -0450 BLO<(I 00) 0450 -0449993424Sl34WActwe / 

-0.450 -0449993424513414 Acme ! 
i.. a 
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~nalyucaf Run 9 Caltbrntmn and Q.4 Sample Resulu for Omeprarole (n&L) 
Pratocol It-657.TliR03-726 

95 75e*,pa7s4 
- - .- ‘- .’ is 

--A!Lp 
05242lb52421b5.Achu _._ ____“. “~-. - 

I 
i 

15944919278E.02,Aetiue 
~5~9,927~~02#.c”~ / 

! _. 
w449,9278E-O2!.4cu”~ !Low~~alSfandard ” 

31:,1-657-Tl,Rk726 17l7W35A~t 2bjhHEPPLM-I I 
.~2~1l-@~-TlJ$I~-~;$ 1~18-$Qj5~B~P22.b?h HEP PLM-I 

-__s, I I-657.Ti&03-726 @Z  hfedium I 
34, I !-.@7-Tl/pO3-7?6 !7!WoO~S A PI 3h !iliq:LM-I __ 

i57&591358(L2469 AC& 
i -- 

35:,,-657-Tl/RO3-726 17200335 B P23hHEPPLWI is 
36~11-657.T,iR03-726,721 W35.4 PI 3 33hHEPPLM-I w  __“. __. _” ._“_ ” ___ _. . _ _ _. __.- 
37:ll-b57-TI/R03-72b 17220035 B P23.33b WP Pthf-1 

lO2.7062a~so62qs~&& I. .“. _ 
1.361937 129, 1 ?mKNow 129 129 277587844255 +.miw 

38’11.657.TllR03-726 l723EA PI 367b NEPPLM-I  
_ 

IUNRNOWN 1 68.41 68.42269705ML1W Aaw _ - 
39: I ,-657-T1,R03-726I724 0035 B P2 3.bm HEP PLM-I 88.8094966761633 ACLwe I 
40, I l-657.TVRO3.726 1725 0035 A PI 4h HEP PLM-I 46.6503323836657 Acnn ___-A ---- ___4,‘,,-657.TliR03-726 17260035 BP24hHEPPLWI ---+- 

42, I I-b57-TlR03-726 1727 0035 A PI 4 5h HEP PLM-I 0 3072793 29 1. a-m-: I UNKNOWN 29 II 29 l201329534663, Ache I ___ 

43.ll-b57-TliR03.726 1728 W35 B p2 4.5b HEPPLM-I  03950311 37.5’ 1 uNKNow?4 --“---- 37 58 37.45365b2203229,Acti~ 44: l l-657.TIR03-726 1729 04335 API 5h HEP PLM-I 0 1657711 15.7: I UNKNOWN 15.7 15.6815764482431 Acave I 6 
fuNKNOwN 21.9. 21.9431149097816.Aeh\c ! _____.. 2 
I IUNRNOWN j 8.19: 8 193162393,6239!A~a%e I 2; 
!.Ew0viru. ’ ‘25; 12~~6S71b~POjO~~A~ti~w I 

48,L,-657.TliRO3-726 HEPPLM-I  17330035 A PI bh 
0.0998501 9 42’ 

--I-W _-. 2 ___-. m_2zk_ ._ .471243w929712xnee -_ 
E 

..-._~- . .._ .-- --- 
49 I,-657.TllR03-726 1734 0035 B P2 6h HEP PLM-I 

t 

SO:,,.657.Tl,ROj-7i lip,,, API i tip FL!.+-I 
I UNKNqy , 9.42; $42 I 2725-~589wku~ _ 

0.0225431 2.08. IUNKNOWN : 2 08. 2.07967111301045, Acaw 9 
0 



,-657-T,;Ro3.726,,62 ““,6B PI I67h HEP PI.M-I *‘lt1~* 
i~r‘,~r,mor.,,r. nr t ,,a I *0:911: 27’ 

th IIEP PLM t 

__...^. d., 

**nlttEP?lM I j 

-__._ a,.!,0 11.1, ,“,.,,~,.,,.““..lbmtlfrnu.c 
8.5 ,,.6S,T, RO,.,26,7690016*Pt JhtttPFiU t 
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12~‘ll-657-Tliii3-726 ,SibC&37iP2 133bW:iPLWI _-.-.. ---_-- 
I!0 ‘!-65)-~1/p_~-72~ ‘8_1 coo37g PI ,.67h “~~“PLM-I 
13, 1,.657.Tl/RO3-726 18120037 AP2 1.67b HEPPLM-I 

i 

____-.-_--. 
132~,,-657-Tl/RO3-~~6 1813 OJt3!.f?P_!3b HEP P&M-I 
133, I I-657.T,,RO3-726 ‘8,40037A P2 2h HEP PLM-1 ___~ 
134 ll-657-Tt/R03-726OC Low 3 
I3S:,l-657-Tl/RO3-72.i ,-iii,37 ti PI 2 33b HEPPLM-I 
j$:! ,-6>7-Tl@3-7J6 I@Sw37 A&‘?.2_!3h E.cP PLM-I 

.__ 137 1’-657-Tl/R03-726 ‘8’7C”337 8 PI 2.678 NEPPLM-! 
138’11-657.TVRO3-726,828W,37 A P2267bHEPPLM.t._ ---___ 
139.1L-657.T,lR03-726 1819W37 B P, 3bHEPPLM-I _ 
140, I I-657-T,/R03-726 1820 W37 A P2 3b HEP PLM-I 

-__L~,,-657-Tl/RO3.726 182100378 PI 3 33h HEP PLM-I 
142.,1657-TliRO3-726 18220037A P23 33hHEPPLWL _ 

_ 143.11.657-TllRO3-726 18230037B PI 3 67h HEPPLM-L 
,44:1 I-657.TliRO3-726 18240037 A P2 3 67b HEP PLM-Ie. 
145’,1-657-TliRO3-726 1825W37BPI BHEPPLM-I 
146 ,167.T,,RO3-726 ,826 0037 A P2 4b HEP PLM-I ____I. 

i 147. ! 1.657.?liROi-726 !82! 0032 B-P! 4.5b H-SF PLk+ I 

I . 

j 

148.11-657.T,lRO3-726 1828W37AP24 Sh HEPPLM-I ..l 
149’11.657.Tl/RO3-726 18290037 BP, 5hHEPPLM-I 

.-?!S lluNKNOw?4 478’ 

~~~ 

‘cll221724’ 780’ 
I “1”851 959 ----: ,iUNKNOWN 95 9. 

,.,, _., .,.I,,, 
95.9360673694207 Acthe 

1 . 150 __._ I I-657.TlRO3-726 _ _. .” 1830 0035 A P2 5h HEPi’iii-I ’ - . 0479113 45 4 i I~titiOti : 45.4: -. 45.4386514719848 __.. - .__._ ,_ A& 1 I 



seq Sample 
umber Name 

151 II-657.Tl/R03-726(X Medium 3 
152~11-657.T,lRO3-72618310037 B PI 55hHEPPLM-I .-- 
153 I ,-657.T,/1(03-726 ,832 0037 A Pt 5 5h HEP PLM-I _ 
154 II-657-TllRO3-726 18330037 BP, 6hHEPPLM.I _ 
155 ll-657.TllR03.726 18340037AP26h HEPPLM-I 
156’1,.657.TlRO3.726 18350037BPI 7h HEPPLM-I __.. 
,57>1,657-T,iR03-726 18360037 A P27h HEPPLM-I 
158. I I-6%Tl/RO3-726,837 0337 B PI 8h HEP PLM-I 
159 ll-657.TlRO3.726 18380037 A P2 ShHEPPLM-, 
160 1,.657.T,RO3-726 18390037 B PI 9b HEPPLM-I 
Id’! 1.657.T,/R03-726 ,840 0037 A P2 9h HEP PLM-I __ .- -_. ----__ 
,62 I I-657.T1R03-726 18410037 B PI ,Oh HEP PLM-I 
i63’ll-657.T,RO3-7ii 18420037A P2 IOh HEP PLM-I ___---.. -. 
164 ,,.657-T,/1(03-,26,a43W37BPt IIhHEPPLM-I 
165 ,I-657.TIR03-726 18MW37 A P2 Ilh HEP PLM-! 
i66~l,-657-T,,R03-726 1845W37 BPI I2h WPPI WI 
167 1,657.Tlm03.726 18460037AP2 I2hHWPLM 1 -- __-_-- -.._... 
168 1 I-657.TliRO3.726 ,847 W37 B PI I4h ,,CP PL M  I 

6 22 
,I5 -~- I jUNKNClWN 
164 , , “NKNOWN 

622 6.2189933523X,69 Acfl(~ 
13 5, 13 5291547958215,Actlw 
3 64, 3 63760683760684 Actne 

:. -_ __- --J-- 
. 
: -, -. I --- 

. - .__- _ _ ..I.-. . 
1. i .~_ - -1 ------ 

--. J-..-- :. .-..-~- _. _ ; -+-.------I _ ----- 
-- -----i-L- 

-+--f- ~-+ 
I I 

I - 

/ 1 
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Andytlcal Run IO Cahhrmo" and QA sample Reruhr for oJlwpra7ole mm-) 
Pmtocol ,I-657.Tl!RO3-726 

Number N&C 

1 I I-657.Tl,RO3-726 Tme Check 

2 11.657.T,/RO,-726 Mohrle Phare 
3 ,I*-TlRO,-726 CON’, ROL,.BL.ANK 

4 ,!$5,-g,lpO)-7~ Bbm!ds 5 I I-657.TlRO3:726 A I 
6 il-657.TlJR03.726 B / 
7 ll.657.TllR03-726C I 
8 11.657.TlRO3-726 D t 

9111.657.TlWO3.726 E t 

1 Responw 1 (W&J 1 R=w 1 FaCl”* KlRd 1 cont. (“e/mu 1 ongmal cont. mglnlL) 1 I 1 Reaso” 1 comment 1 Tag 
0 026707’ / 76 > 1 TmeChed 1.76. I 76406260679379 Adwe : .. 

N/A: BLoqI co) ; I Moble Phw Actwe i -- 
NIA w ): , COMROLJSLANK AcaM ! .-.-..-A-. 

00000M)’ .,,3~&$)~~ 
, 0.01@?8: 104’ 1. g&k-IS / 1 .STAW@ 

-o.O6j3+ -6 1.308~.8~~589_7078.02~ @we __ 
-- ‘04 I_W1W$81689563d.4~~w ; ;’ ,..” . . . 

0027916 I 65’ 1 STANDARD .::.i I 65. 1 846.59537283849 Acllve j 
0071532. 483 I STANDARD 482776296903834 Anne : 
0 152746 104, I STANJARD 103785797279748 Adi= , ~. L 
0 747920 51 I IISTANPtW : : _ 5, P575490j97102~A~~~ I 

,‘tl. .  I . . . . .  .  “_-..“.. .-I-- 

-IEP PLM-I IO88388 74 3 / (~. 14’: 1 74 3278654910806 A& I.-. __~-_.-- -I 

501 I I-657-1 l,RO3-726 iO3i til A PI 7h “EP PLM-I 

9.63 9 6268 19i 

_ . .-. _.. 
. OW7301 

_ . L 
0438.BLQqlC6 0438 0 4377oO772332718’Acttve 
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S-4 SZllpk hlsmmnt COE wdm Dd”don SSiXpk Ongml Full Pmslan SWUI “is ID Deacwate Result ReaSSay 
Number Name Respaase oww Range Faclor tbnd cant @glmL, orwllal COIK‘. (“g&DL, Rascm Comment Tag 

IOI l l-657-TliR03-7262083U042AP16hHEPPLM~I : 0019256 t25& I uNKNow?4 125, I2548014489782 MM , 
102 I l-657-TllRO3-726 2084 CO42 B P2 6h HEP PLM-I 0.113931. 773, t UNKNOWN 7 73 7.72%51Owa22, AChre : 

&..---- 

103 11.657-Tl/RO3-726 2085 0042 A Pi 7h HEP PLM-I 0@3!450~ OSE9.BLQ41OfI1, IuNxNow : 0 589 OS88S44870480487 Acuw 
lo4~~)~6~7-Tl,RO3-726 2086 004? R P27:~fEPwP!.Mcl --. .!.&+?$ . ._ _ .__.” z-32, _ ! VrrwJ~W : j.32: -3 W36!4%5469?,i?~lrw ! 
L@ ! 1-6577T,,R03-726 2087 0042 A PI 8h.WP PLM:l “. . ..-.. OOM282- 023l,BL9qI 00) : _ 1 .L%wY 0231 02~13~807531~527~Ac11~ ! : ” 1.. 
106 II-657.TlRO3-726 2OSR@342 B P2 Oh HEPPLM-I 0 023281 I 53 ~IUNKNOWN i 153 I 52990226231973 Acwe 
107 11-657.TbRO3.726 2089 W42 A PI 9h HEP PLM-1 Qql Wmmm 0002223: 009sBL I oNKNow? / 00906 0090629485339348 Adtve a 
108 1,657.TllR03-726209000428P29hHEePLM-I ..)_ 0014M)I~ 093PBL04iW ,uNKNow 0 937 0.936fd1377896248, Aawe_. i 
l_o9 ! i-657-TI/R03-72~~~10+2 .+ Pi @h @P P&g:! 0 &I!205 p. %3.BLW’ 5) 

_ _ pv ~M57-~llRo3-726 2092 au; B.pzlgbHEP PL&i-I ; poo8927; 0,549 BJQql.Wl I 
1 UNKNqy o.!?. _ -. !, 157:j7248,Wl[$7 ,&he. ; 

_ ’ UMCNOWN * -549 _ .9.%W~t!?WPct!ve __ __ _ . _ . 
I, ! lJ-$J!-Tl1RR~~72tj @%742 A PI fih.eF PLM-1 O.qoi.~9: o.“w-:BeH~EJ : 1 .LEQ!!!W : _ 0 *iv4 qI6291~35WZO!Ea2.net1ve 

t. _ ._ 1 ;. I_ 

I12 ,I-637.TliRO3-726 2094 0062 B P2 I Ih HEP PLM-I o.@l6435, 0 379 BLWI cm) f uNwowN 0 379 0 378511379946689.Ad1w 1 : . 

I13 I I-657-71103-7262095 0042 A Pi 12h HEP PLM-I 0001569’ IUNKNOWN , 
; 

00459 BLWW- 00459: 4 5929874923108JE-02 Anwe ~_ j 
,,4 I1.657.T,,RO3-726 2096 OW2 B P2 12h NEP PLM-I 0 MS576 0320 BLoc(lW, luNKNOwN ! 0.320. 0319800423757775 Active ! -__ 
115 11~57-TllR03-7262097~Z.A Pi~I4h~~~PLM-I * 0-m. -0 o6l).~u~.oo~ ; 1 .Y%w~ -0 O@, -6 ~3~~181.2~89~~!E-Pz_A_nive _ i.. . - 
I I6 j 1-657-T1~~~-72~_2W8W42_B p2 !4! HEP pLM-4 ! 002064 !.~=-JOW . . . 9 0!?8; 7.9~$2!+8~1po~3~02 Actwe ! . 
117 11-657-711R03-7262W9OWZAPI 16hHEPPLM-I 

i 00798.BL~I 00) , 
olmooo -00613 BLQqI.00, I “NKNOWN -0M.W ~1308181258970~62iAnive f ^ ’ - 

I18 ,1.657-TIIRO3-72621WW428PZ 16hHEPPLWI O.OmSl4 00422’BLQyI 00) / I UNKNOWN O.W22’ 4 2170733374342X-02 Acuve : 
, 119 ll-657-Tl/I(O3-726oCLow2 0045152. 302 ,QC 302 30247419861937 Amw / 
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~nalpcal Run 1 I Cahbratmn and QA Sample Resulu for Omepra2ole fngimLJ 
Protocol ,I-657-TIIRO3-726 

i&i-6;7-ilRO3-726 2104W43 B PZOXhHEP PLM-I 
t9il l-657.Tl$O3-726 2105 W41 A PI 0 ShgEL+ ------ _-_- .-.~ 
20!,I-657-Tl,R03-726~106M)43 B P2 0 Sh HEP PLM-1 
21’11.657.TllR03.726 2107 CUM3 A Pl Ih HEP PLM-I 

.. 22: I I-657.TIiOj-726 ,?I@-@+3 e PA th HEP_&E:!_ 
23jl I-657.Ti/RO3-726 2109.~4) A  r1.J !@EppL_M_I 
2411 I-657.Tl/R03-726 21100043 B P2 I 33h HFP PI M-t 
25 ,I-657.TI/R03-726211 I 0043 A PI f 67h HEP_P_LM-!  -.-__ ___-... 
26! 1 I-657.TI/R03-726 21 I~@j)~~~J.$Et&~f??! I 
27jl I-657.TliR03.726QC Medun I 
ZS’,, .657-T,,R03-726 2It3 WJ, A  PI Ih HCP PI M  i 

_ 35,11-657~TI~RO3-72~~1~~~.~~~~~htlFP~S~ 1. _ 
36 I,.657.TlvR03.726 moOp.1 +fE jjh HLp_PI t+ ! 
37’11.657.‘111X03-726 2122 004, B  PI 3 Ilh HFP PI M  I 
38’11.657.TliR03.726 2123 0043 A PI 3 67h tIEP PLM I 
39!l l.657-il iR03.7262,24oop!_Bp2 !.66!iE_pPt._M-! 

--~i?-657-T1iff0)-72P-1~~1750033 A PI 4h HEP PLM ! ._ -. 
4,; ,I-657.Tl/1303-726 21260043 B P2 4h HEP PLM-I 

: ooooo5o; -0 0200 BLQqI 00, ; 
! 01580221 991’ 

0 B2Z.BI f&l WJ) . 

23 2795171633346 Actr.t 

46il l.657.TI/R03-726 21300043 B P2 5h HEP PLM-I 
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Analpcat Run I I Cabbrauon and QA Sample Rerulir for Omeprawle (ng/mL) 
Protocol I I-657.TIRO3-726 

k87Oi376461713 Act&z 

IO51 I I-657-TIIR03-&?6 QC Low 3 

ll l~ll-6S7.Tl~R03 726219fODllRPt IOhHEPPlM I ; B  ixwo, 
, 0 cmr*~ 0 I?h.RI q-4, cq . 

l~3,~l-657-Tt~~O3~~26Zl9300dP8PI IthtlfPPlU t _ tl rnU~~ 0 w?*RI q(I rn) 
114:lt .6S7.~1~7jp~~~621940014AP2 tlhtlIPPlM I . OOOW,& ot’lRlQ{tmr 
115~11-657-71:R03.72621950044BPl t2hHFPPIU t tlrnl*~.. elIo’Rl~lI(u,~ 

.“._” _.-. _... . _  . ..-. . 
tli ,,,I6 O&45 A P2 0 5b HFP PLM.t 

: 
OCthOOO -o&u’Bt.wct doI d ! iuNKNowN __1- -0 0200~ -0Ot9992455677t03~Accri~ 1 / : --I t27111-657-TliRo3-7l” ____ __ . .:.. i _____ “--iij*ili~-- -.--r- __.. ~~~~~ 

1281 I I-657.TliRO3.726 22070045 B Pt th HEP PLM-I 
.- -- -: -_-. t uNKNowN 

129. I t-657.Tl/R03-726 2208 0045 A P2 Ih HEP PLM-t nm22tii~7iZ~sLocrt 00) t lt.fi+KN~~ft 
t3O;t 1.657.T,,RO3-726 77a-i OOdi Ii PI t Ilk HEP PLC ___. __I_ - ._. .._.... !-I 
l31~ll-657-TlW03-72C ~~ I 2210 0045 A P2 I 33h HEP PLM-I %  63, 8.6278t34037470l~Act1ve / 

~_132jlt-s57-Tl/RO3-~26 221 I 0045 B PI l.67k HEPPLM-I  T- t 910595 .~.~-L--..--- I jUNKNOWN ’ _i_-. “. 
!33!1!.657.T!,Rp3-7?6 7717 Md< A P? t 6% “FPPIM-l l~“NKNOW i ., - 

11 
l34itl.657.T!/RO3-726 --.- 
135: 11.657-Tl/RO3-726 2214 0045 A P2 fh HEP PLM-I L--. 
136il ,.LC7.T”‘“‘.7% W- “,,+I 7 .“-I . .i.. “_ (-- ~” . ..~.. I _ . - 
137:11 __. .hS7-TtIR”%7X 2215 W45 Et Pi 2 33h HEP PLM-I a 5530862567584561 Achw+ I 

I 
.---..A--- ----.. 

138111.657.Tl,RO%726 2216 0045 A P2 2 33h HEPPLM-I  - ! 033421 Ii 2t 1 1, 0, 2099163837545581Ac1,vc 
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Analytical Run I2 Cahbrarmn and QA Sample Resulrr, for Omeprawle (ngimL) 
Protacol i I-657-TllRO3-726 

, lSTANDARD 
I STANDARD 

--.--- 
092471 

““‘.-“- “9 
i 04707041 510 

ISil! u,. ~“_ .-_ ___. __ _ ___... 
16~11~657-711R03-7262302w47 AP2 PmiescHEPPLM-I --7i-bml 002s6,fiLwI 00, ! 

k.. II ~-.---.-,~~,,~ 

17’1 I-657.Tl/RO3-726 2303 0047 B PI 025h HEP PLM-I ’ OMHKxM/ 00246 !3LQ?i @3J i 
18’1,.657.T,,Ri,,-726 2,04 0047 A P2 0 25h HEP PI ‘.I I ilOll”m O  O”?M. LI)IfuII Mb / 

19’,i-657.TliRO3.726 23050047 B PI 0 Sh_H_EPF_LII  I ,, 1~1111,1,11 “‘ll4L -_LI ;., 
-~%i?i/RcN-726 2306 0047 A P2 0 Sh HEP PI? I I,,,~,:h:~ - 

~,/,1-6~7-T1lR03-~26 2307 0047 B PI Ih HEPj’LM-I 0 O‘\, 50. 
22’ I I-657.Tl/Re3%2308 0047 A P2 l~H~~Pj& I 0 I:JR:R 152 *.--.-A 

--~i~5~~~iRo3-72623wW47 BP, L33hHEPPLhf 1 0 n,w, I4 ’ “!,---i 
24’,,.657.~,,R~3.72623,0~47Ap, * T%.u=nQ1 *( 1 n lilV1il 1X& 
-t 2$11-657.Tl/RO3-726 2311 0047 !3 F. .,u.....-. . -... ” .---:._ -._ 
26iII-657~TlRO3-7262 
2!l,l-657-Tl/R03-!2~z;ow*rilf, ,AILBG.. >LX..-. 
28jl l-657-~l/RO3-72~2314~047 L\PZZhHEPPLM-I 
29’11.657.Tl/RO3-7262315 w47 B PI 2.338 HEP P&M-I 

--x5 f-657.Tl/RO3-726 231~XI47 A P2 Z,33h HEP PL>t- I I -- 

” __ ., -. 
57.Tl lRO3.72623270047 BPl4ShHEPPLM-1 

0 191755: --- y,:. 
l .%M~el! 

25.5, 2553225108 
^ ?! ” _ uw20.9?72~9.j37J~9 &?w _j 

213 __ 212.870995670996 Active 
I$ “‘.I.~.” n L. _.- 
1I IwUYNnv.w 2328 0047 A P2 4Sh HEP PLE- I 
.,Y...Y.V . j _-_. _ __ _I ,. . 

i-i---L-A.--- 
,LJLw7yu*,  Y. 1  _ll.,.l. ..$.... . -- 

45!,,-657-T IiKUf-7~6 23300047A P2 5h HEPPLM-I  I tcc39n6 116’ e-1.-  I~JNNKNOVIN_. ..~~--I16 116.24816017316~ Act!- . . . --. .-. “.l__r___ , 
46’1 I-657.TilRO3-726 2331 0047 B PI 5 5h HEP PLM-I “953664: 103. I IUNKNOWN iii- --- ,“3234956709957\A~& i I I 
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Analytical Run 12 Cabbmrvm and QA Sample Resuks for Omeprarole (ng/mL) 
Protocol I I-657.TllR03-726 

_ _.. 
Range FaCtOr -l&id Cone &tmL) Ongmal Cont. (ng/mL) 1 I Reason Comment 1 Tag _ 

.I I nhwmI 69 I Ik lNKNOWN 69.1 69.0586580+865~~ &cty ; I __ _ ,47!1 I-657-Tl/R03-726 2332 ______ Oil47A . P2 5.5h klEP:L-g . I I ” ” __._ - 
48&57-Ti/RO3-726 2333 0047 B Pi 6h HEP PLM-I- ,1 we8eG9j1,, 

-:, -. _ . .” “..“_.. -- 
70.3 1 UNKNOWN ___ -3 

491 I l;657-Tl/R03-726 2334 0047 A P2 6h HEP PLM-I 0.460735 49.9, _-I UNKNOWN %  4’ 
5011 I-657.TliR03-726 2335 oo4Z.e PI 7h H&P PLM-I 
5,1i 1-657-+1/R&726 i336 0047 A P2 7b HEP PLM-i 

0 19gsso 21<3’ _ LUNWW!N I i. 21.3. 
0166410 .-L&Lo I UNKNOWN 11 

52: I I-657.Tl/RO3-726 2337 0047 B PI 8h HEP PLM-I 0066117 7.18’ I UNX 
S?! l1-~57-T~/RO3-7?6_~3?8 w!+_92 8h HEP&M-I  / $10553!3 6.03: 1 .uNKNQ~ 603 
5411 I-657.TI/RO3-726 2339 w47 B PI 9h HEP PLM-I I 0.027877 3.04. ! ,uN~OwN : 3.04 

-. 8.0. 18 03430735930741 Acmz : __ I 
LNOWN ; 7.18: 7.18008658008658~ Adtve I 

I- ,,. “” _” 
dk657-TiRO3-7262340oo47~P2 9hHEPPLM-I 

!25 0 22478354978355 Active 

‘- --7 
i luNKIjoWN 

.  .  .  “_- . - -”  .  

I-657-TllR”l-726 2361 00488 -i81l. __ ~. 
79111.657.TVR03.7262362 W48 A I _-- _,___l. - .~._~ 
80, t 1.657.fl&03-726 2363 M148 f+ Pr 

81 I I,-657~TliRO3.726 2364 0048 A P2 2b HEP PLM- 82: 1,.657.TURO3.726 2365 0048 B PI 2 33h HEP PL 152 I51 708333333333 Active 8 * --- 

83) I-657.TliR03-726 23660+ A p2 2.3311 HEP PL 95.7. 87 95 87 68233930.7!!93 Actwe 1 84i I ,-657-T,,R033726 2367 0048 B PI 2.67h HEP PLM-I I UNKNOWN : 3, 280086~8008$6 &ctiy 1 . 
85; I I-657.TllR03.726 2368 W48 A PzJ 67h HEP PLM-I I UNKNOWN -592: 59.1957792207792 ACIIV~ I ._ -- 
86’1 l-657.‘tl/RO3-726 2369 0048 B PI 3h HEP PLM-1 9, 53 53 9178571428571 Actiw-.L.. _^ . --.- 

--871 I I-65~-Tl~0~-72~2370~00~8 A P2 z?,HEf PLhj-I _ 4i.2 41,2155844/~5@4 &“y j _ 

88i i I-657.Tl/R03-726 2371 0048 B PI 3.33h HEP PLM-I -39 I 39.086038961039 Acute + _ 
’ 89’1 I-657-k@3~26 2172 0048 A P2 L3jh HEP PLM-I -:.m_OW!si.-.24.9’~ I 24 9 24.9074675324675 Active --- ._~~_ UNKNF 

9% 1,.657.Tl,RO3-326 2373 po48 g PI 3.6Jh HEP PLM-I 0 2766771 i90. t UNKNOWN , 30 0. 
29.967%$3679@ Acbw 

; 
. . . 

9ljl I-657.Tl/R03-726 2374 0048 A P2 3 67h HEP PLM-I 0.1605161 17.4 1 UNKNOWN 174‘ 17.3964285714286 Actwe ‘.. _i ’ _ -- 
92: I I-657-T,,RO3-726 2375 M148 B PI 4h HEP PLM-I 0 1881821 20.4 1 UNKNOWN l-20.4 20 3905844155844 Active ! I 
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Response f@nL) 1 Range 1 Factor fond 
I Time CJhqc\ 
1 MobileF’bare - 

N/A I CONTROL-BLANK 
--b owow 

~Lpc(l .O@+ 
0.03~7’BLQ~l.OO~ i I. pbl*-p 

0 009060 0997 1 STANDARD 
0018856 2.03, I I STANDARD 

_ .! STAN”A~ 

/ Cone (ng/mL) 1 Ongmsl Cone. (ng/mL) 
j- 2.17 .2 Jv$39 I54840076 &ttxc 

/ ----A?!!& 
-.-- 

0 0277; -3 7?!38762973946E-02 Any 
0997. 0997246346113112 Actwe 

2.03: 2.03473840288075 Active 
I 4.86. 4.88253908070324 Active 

9.9s 9.98_8032Jm%J$8S, ?\mye 
5Oli +-----i;i;iT- 50 l l2476l703029 Active 

199.210230883287 Actwe 
I 
i- 

9 __ 4>6.9j61088!5_!!8 ,&hi 
SOI! 500 985596271976 Acnn 

+--- --A- 1 AcUvc_ 

0377:!3LQy\OJJ] / IJNKN~WN 
3.12 3<l198898538445_2 Act!~ _ 

0 I 0 0377~7038762973946E.02 Acrw 

I STAF&RU 
I STANDARD 
I STANDARD 
1~ STANpAp 
I STANDARD_- 

BLQ<(I OOJ / 1 T! !%%BtANK 
3% 

-15,11- 657-Tl/RO3-726 1901 0039 B Pl Predosc HEP PLM-I --------r- 
I61 ,I-657-TI/RO3-726 1902 0039 A PZ Prcdosc HEP PLM-L / 0 OOOOO’3/ I 0 03771 3.77038762973946E52tAcr1n / I - 
1711 l.6V,-Tl,X”l-7% ,903 039 B PI 02% HEP PLM-I i 0 ooOiK!OI 

00377:BLQ<ll 00) j - ._-IkfNKNDWN 
00377,BLoc(l WI ! IkJNKNOWN ! 0 037!~ 3 7703!76297!946E-O2 Acwe ! I i _I .._= .-. ---- ---- 

,57-Tl/R03-726 1904 0039 A Pi0 2Sh HEP PLM-1 : 0002997; 0 355’BL&$ ooj 1 +NKNOWN i 0 355i 0 3551 IS441$43~2~Actin i 

__. _. .._ -____ -- I909OG39BPI I33h !lE!P&!f-! 
657.Tl/RO3-726 19lOW39 A P2 L33h HEPPLM.1 
657.TI/R03.726 I91 I M)39 B PI I 67h HLP PLyL 
6<7-TllR”3.776 f9L2 W39 A P2 I67h l iEPPLM.I 

.“,‘.I,II.“,-I~“I,.I”Y,,I ,.L...... . . . . . 

-657.TIIRO3.726 1914 %I39 A P2 2h WFP PI-M.1 
I --291!1 -657.TlJRO,.726 I9,50,9BPI 2 33hHEPPIM I .--. 

-657.Tl!R03.726 1916 0039 A PJi I3h !IEP F-3 Y ! -_- _.-..._ -.- I~- *.,““, “1 6,QlfDOloRPIIb~“fPPLCf I 

I 

-----_ m ”,“‘U”‘“RY>-” 6 ,918 C@,9A P.’ ) C%lf l&P PI U  I 
_- _- ?3,!,-65,.T,‘RO!-!26 ,9,9 WI” B PI 3h iif P  PI U  I 

14i1.6~7-TIR0,.7?6IP2OOOi9AP23h~lfPPIMl 

21 0029634734166 Acttw _-~--/ .--..- - 
83 0736072865918 Acfw ! 
IO. 1632069476806 Acfiw , 
410332556661724 Atine ! 

- 

;5’;;.6;7-Tl R03.726 !92lpP3~~pIj IihIltPITU I .-. -- __-___ _.---_ 
361 I I-657-Tl+t03 726!&Mkd!t?m>L_ __---. .._ __ 
37i I I-657.Tl,R03-726 1922 0039 A PZ 3 33h HEP PI t.4.l 
38:,1-657.T,,R03-726 1923 0039 B PI 3 67h HEP PLM I 
i99ill.657.Tl/R03-726 1924W39 A PZ 3.67h%EEPL.%I. 
40.11.657.TliR03.726 1%2A@A9_Bf i4h HEP PLM-I .--.---t 
41, I I-657.TliR03.726 ,926 0039 AP24h.HEP PLM-1 

141; 
19?!- 

---EL 
3!!? 
145 

_ ..EL 
83.1. 
10.2. 
41.0, 
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981 I I-657-TllRO3-726 QC Medrum 2 

Analywal Run 13 Cahbranon and QA Sample Results for Omepmmle (nglmL) 
Protocol I l-657-Tl/RO3-726 

cSElpO3-726 1978 M40 B P2 4 Sh HEP PLx-L_ _. 
657-T!/lto)-7~6 1979 O+O 6 PI Sh L(EP PLM-I 
657.TllR03-726 1980 OQlO B P2 5h HEP PLM-I 

P2 Rh HEP PLM-I ._. ______._______ _-... 
i57-TllR03.726 ,989OWOA PI 9% HEP PLM.1 

109;ll.657.TliR03.726 IF, W40A Pt 1Oh HEP PLM I 

113~1I-657-T1,R03-726IW50APi I:hWfPPIM 1 
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pEppI.+. : g..;;;. 
WP PLM-I 

lh HEP PLM-I 
0026 t) j.hlt~ HW_PL?+i 
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Annlyrical Run 16 Calibnuon and QA Sampie Results for Omeprazole (I@&) 
Protmxl I I-657.TIiRO3-726 

. ._._ ‘. . _._. 

-726 
-726 E 1 

-II, I-657-TI/R03-72bG I 
12’11-bS7-TilR03-72bH~~~ _.._ 4 _--” .._“_ 
13; I l-657-TllRO3-726 CONTROL BLANK 
lS!!!aS7-~!~0~-7~6-~~?~ I __ 
15, I l-%7-Tl/RO3-726 QC Medum I 
16s I I-657-Tl/RO3-726 QC HlRh I 
17.!1-6~7-TI/R03-/26~.V~~sigh I _ 

_Is! I l-657’Tl/RO3-726 0332 OMI7 B P2 5 Sh HEP PL&l& 
19’ I I-657-Tl/RO3-726 QC Very Hsjqh 2 
20 Il.657.Tl/RR2$ 14!!EWP_Pl 1.67h HEP PLM-I -” _,_-__” 
211 LI-657.Tl,R03-72bQC Low 2 
221 I I-657.Tl!RO3-726 OC Medium 2 
23 I I-65’/-TI/RO3-726 QC High 2 i 

4.69139?- 
5.603WI 

N/A’ 
0_03lX _ 
1.757589z 
3.749441* 
~aqlsl* 

.p9s9192. 
228_Q9sg 
0 607529 
OE’51?2. _ 
I 797419 ___^___ * _... _ 
3 730782 



2i I 1.657.rmo3.726~c h&k2 i --_-_e ^. ,_- _._^. -_ .^,... ^^.^“_, . . . .., :-I 


