Appendix B HPLC results

Appendix B: HPLC results

Batch 1

Experiment 1

(Experiment 1 and 2 done on the same day)

fware Empower 2 Software

Bui

SampleMame STD

Yial 2
Injection 1

Injection Violume 50,00 ul

Run Time 10.0

Minutes

Instrument_Operator MESTER

Current Date 25 November 2011

Sample Information

Sample Type Standard

Dale Acguired 25 November 2011 10:48:32
Dale Processed 25 Nowember 2011 02:5300
Ao Method Sel ENALAPRIL ASSAY
Frocessing Method ENALAPRIL ASSAY

Project Name GAU Validation\GPU_Method_Transfers_2011 2 SampleWeight  1.00000
Dilution 100000
Sample SetMame  EMALAPRIL ASSAY ELZAAN 24NOVTH St -
13
System Mame MG _UY i
e B Sample Setld 24152
olumn_Mumber  #521 Resull Sal Id
Mabile_Phase ASPER MOA Rasult ld 24743
Sample Set Start Date 25 Nowember 2011 10017:17 AM SAST
Auto-Scaled Chromatogram
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Peak Resulis
Mama RT Area Heignt | % Area | M(Tang) | Tailing | Resin | K Prima | Amaunl Linits
1 | Malgic Acid 1434 | T6G0643 | 1581411 | s668| 1977 116 0.43
2 | Enaiepnl Maleale | 4673 | 5869201 | 340153 [ 43.32 1697 126 10091 36T | 20630000
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Appendix B HPLC results

Current Date 25 November 2011
fhwara Empower 2 Software Bui

Sample Information

|
SampleName EXP4_1 Sample Type Urknown

Wial 4 Date Acquired 24 November 2011 07:02:53
Injection 1 . ;
Iniection Vokd 0004 Date Processed 25 Movember 2311 025303
njection Volume LT - .
Run Time 10.0 Minuies Ao Method Sel EMNALAPRIL ASSAY
Instrumen!_Operater MESTER Processing Method ENALAPRIL ASSAY
Project Name GPU Validalion\3PU_Method Transfers_ 2011 2 Sampleieight  1.00000
Dilution 0.33200
Sample SetMame  ENALAPRIL ASSAY ELZASN 24NNV St -
E ]
System Mame MMOE_ U g
cal Sample Setid 24014
Column_Mumber #5221 Rezult Sat i
Mabile Phase AS FER MOA ResultId 24957
Sample SetStariDate 24 Movember 2011 04:51:30 PM SAST
Auto-Scaled Chromatogram
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Peak Results
Hame RT Afea | Height | % Ama | M(Tang) | Tailing | Resoln | ¥ Pame | Amount | Units
1 | Maleic Acid i 1.933 | 240657 | 44806 | 59.05 1840 1.13 (.43
2 | Emalapril Maloata | 40408 [ 166867 | oB2B| 4pos| 1832 D9t 1153 385 0194424




Appendix B HPLC results

LRI
Report Method Name-: Smmaqﬂ&ﬂ{u’\hﬁﬁﬁ) sign off System Name MVOE_ UV
Current Dale 1 25 November 2011
Project name : GPU ValidationGPU_Method_Transfers_2011_2
Sample SelMame  ENALAPRIL ASSAY ELZAAN 24NN Processing Method: ENALAPRIL ASSAY
Reguest_ No EXP Flow_Rate_ml_min ;2.0
Sample Setld - 24152 Injection Volume  : 50.00ul
Resull Set ld Run Time 110,00 Mnutes
r i 1511
Instrument Cperator - MESTER Pressure_psi ""
s ‘Waselength_nm 215
Sample Set Start Date : 25 November 2011 10:17:17 AMSAST ) -
F Mobile_Phase  :AS PER MOA
Resull Set Date
Column_temp_C 50
Column_MNumber : #6521
Summary All No Stats Table
SampleName: RECOVERY STD
SampleMama Mame Viad | Inj | RT Area Haight | USF Plate Count | USP Taifing | Amount | Units
1 RECOVERY S5TD | Enatapnl Maleate | 3 |47 | 5672761 | 345351 1677 1.3 | 20810266
2 RECOVERY S5TC | Enatapdl Maleate | 3 2|47 | 5672647 | 345498 1ETR 1.3 | 20605760
Mean 4.7 | GET2HRG | 345424 TR 1.3 [ 20610013
= RED .00 003 060
5id. Dev. 102 oo
Summary All No Stats Table
SampleMame: STD
SampleMame Marme Wial | Inj | RT Aiea Haighl | ISP Plale Count | LISP Tailing Ampuni LInifs
1 ETD Enalapril Maleate | 2 147 | SEEH20T | 349153 1857 1.3 | 20.830000
) aTD Enalapnl Maleats | 2 2|47 | GETEG4D | 345044 1666 1.3 | 20630000
3 5TD Enalaprl Maleats | 2 d | 4.7 | GBTE31E | 345930 1673 1.3 | 20.6300:063
4 STD Enalapsl Maleate | 2 3| 4.7 5883512 | 345844 167 1.3 | 20630000
& ETD Enalapsl Maleale | 2 &5 | 4.7 | 5BE0GST | 346243 16ED 1.3 | 20630000
Maan 47 | 5ATE36L | 146445 1677 1.3 | 20 630000
% RS0 o4 046 K]
Sid, Dav. 5440 0.0
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Appendix B HPLC results

Report Method Name : Summary All ADVANCED sign off

Current Date
Projectname  : GPU Vs
Sample Set Mame
Request_MNao TEXP
Sample Setid
Rasull Set

Instrument_Operator | MESTER

(24014, 24152

(_:25 November 2011

Sample SetStariDate : 24 November 2011 04:51:30 PMSAST, 25

ResultSetDate
Column_Number : #521

R IR R e

System Mame MDA LIV

-GPU Validation\GPU_Method_Transfers 2011 _2
cENALAPRIL ASSAY ELZAAM 24NV

Processing Method: ENALAPRIL ASSAY
Flow _Rate_ml_min; 2.0
Injection Volume - S0.00 ul

Run Time 1000 Mnutes
Fressure_psi 21513
Wawelength_nm ;215
Mobile_Phase  :ASPER MDA

Column_lemp_C 50

Summary All No Stats Table

Name: Enalapril Maleate

SampleMame Name Vial | inj | RT ArEa Helgnt | USP Plale Count | USP Tailing | Amount
1 POST 5TD Enalapr| Malgate | 2 2|47 | SBT1566 | 344690 1672 1.3 | 20.606
2 POST 5TD Enalapil Maleate | 2 1047 | SET4TE4 :}4435:5 1673 13| 20817
3 5TO Enalapil Malaate | 2 114.7 | 5869201 | 348153 1697 1.3| 20630
i 5TO Enalaprl Maleate | 2 2147 | GETE040 | 345044 166 1.3 ] 20.630
] 5TO Enatapil Maleate | 2 4| 4.7 | BETO318 | 345030 1673 1.3 | 20830
B 5TD Enalapil Maleate | 2 3147 [ SBEISI2 | 345644 1671 1.3] 20630
7 51D Enalapi| Maleate | 2 5147 | GEEDOST | B4EZEZ 1630 1.3} 20,830
Mean 4.7 | GETEAES | 545069 1678 1.3F 20625
% RS0 .09 .44 0.05
Sid. Dav E 5207 0.0
Summary All No Stats Table
Mame: Maleic Acid
SampleMame Mama Wial Iﬂi'? Amea _Heig'ﬂ USF Plate Cound | USP Tailing | Amount
1 POSET 57D Maleic Agid | 2 214 | TEEEIZY | 1581557 1980 1.2
2 POST 5TD Maleie Acid | 2 1| 1.4} 7697355 | 1582347 1968 12
3 5TD Maleic Agid | 2 4| 1.4 | 7ES0RBET | 1586412 1977y 1.2
4 5TD Maleic Acid | 2 1] 1.4 | TER0E43 | 1581411 1977 1.2
] BETD Maleic Acid | 2 S0 1.4 ) TERETAZ | 1586136 2003 1.2
[ 5TD Maleic Acid | 2 20 1.4 7553434 | 1561254 1991 1.2
ki sSTD Maleic Acid | 2 3| 1.4 ) TaE3eaT | 15EE0GE 2002 1.2
Mean 1.4 ) 7691157 | 16B1EBD 1985 1.2
% RSD a.oF 0.14
Sid. Dev { SYaT -

Eivwm THF Ea il Blaena «
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Appendix B HPLC results

Raport Method Hamt_z__:__ﬁ_tgp_ma,mﬂlhﬂ!{{fﬂﬂgn off System Name  ©  MMOB UV

Curent Date  <_: 25 November 2011 __.3

Project name - GRU Validatiom\GPU_Method_Transfers_ 201 1.2

Sample SetMame | EMALAPRIL ASSAY ELZAAN 24MOV11 F[mssing Meathod: EMALAPRIL ASSAY

Request_No (ENP Flow _Rate_ml_min ;2.0

Sample Setld - 24014 Injection Yolume 50,00 ul

Result Set Id - Run Time 1000 Minutes
Fressure_psi .1513

Instrument_Operator : MESTER
Wawelength_nm 215

Mobile_Phase - AS PER MOA
Column_temp_©C - 50

Sample Set Start Dats : 24 November 2011 04:51:530 PMSAST
Result SetDates

Column_Mumber - #521

Summ o bie
SampleName: EXP4 1
SampleMName Mame Viad fnj [RT | Ama | Height | USF Plate Couni [ USF Tailing | Amount
1 ExXP4 1 Enalaprl Malaate | 4 1|48 16ERET | DEZA 1832 gl 0994
2 |Exas Enalapi Maleate [4 | 248467131 | oezs 1828 08| 0195
Mapan 48 L 16ESEG | a826 1830 04| 0185
% RSO 041 003 0.1%
gtrr‘s" Dav. 187 0.00
Summary All No Stats Table
SamploName: EXP4 2
SamplaMama Name Vial | Inj | RT | Ama | Height | USF Plate Count | LUSP Tailing | Amount
1 EXPd_2 Enalapdl Malexle | 5 1(4.8 | 477420 | 28185 1838 LA} 0558
2 EXFd4_2 Enalapril Maleata | & 20AB | a7vaFT | 28165 1640 ¢8| 0558
Maan 4.6 477248 } 28167 1638 09| D553
% RS0 pos) 0O .05
Sid, Daw 242 0.00

Summary All No Stats T;
SampleMame: EXP4 3

Sampleblame Nama Wial | Inj | RT | Area | Height | USP Plate Count | USP Tailing | Amaunt |
1 EXP4 3 Enalapril Maleate | & 1] 4.6 | 305634 | 17952 1831 0.8 0357

2 EXF4_3 Enafapril Maleate | 6 248 | JOGTI4 | 18038 1E30 0.5 -3.35?3.-
Maan 48| 3081847} 18009 1831 08| 0G.358
% RSO0 025|021 0.25
5. Dew Thd 0.00

Summary All No Stats Table

SamploName: 4
——y
Sampleame Name Weal | Inj [ RT [ Area | Haight | USP Plate Count | USP Tailing | Amound

1 EXF4_4 Enalapril Maleata | 7 1(4.9 ] 188081 § 10912 1BET Q.8 0217
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Appendix B HPLC results

Summary All No Stats Tabile

SampleName: EXP4 4
SampleMame Hame Vial |inj | AT | Area | Height | USP Plate Count | LSP Tailing | &maun
2 EXP4_4 Enalapnl Maloate | 7 2|48 | 1B620E | 10924 1827 08| 0.216
Mian 451 ABET4a | fone 1837 00} 0.218
% RSD E-I.n 50 008 0.05
5id. Dev. 0] 0.0
Summary All No Stats Table
SampleNamgRXPA 5 |
SampleMame Nameg Wial f Inj { BT | Area | Haight | USP Plala Count [ USP Taiting | Amount
1 EXF4_5 Enalagsii Malgats | 8 2048 | 106306 | 6256 1628 0g| w123
z EXFd_5 Enalapdl Maleate | 8 1145106658 | 6263 ez7 [uR=] 0124
iean 451 106%82] 250 1827 paf 124
% RED 023| 008 .23
Sitd. Dew, 249 .00
Summary All No Stats Table
SamoleName EXP4 §
SampleName Hame Vial | Inj | RT | Area | Hesght | ISP Plate Count | LSS Tailing | Amouat
1 EXP4 B Enalapil Maleale | & P49 184233 ] 5E40 1827 08 015
2 EXP4 & Enalapil Maleate | & 2149 | 164802 ) G882 1824 Q8 9
Maan 4.97 l'ﬁl&ﬁ‘ W51 18246 0% 0182
W RS0 D24) 016 0.4
Sid. Daw. 40z 004
Summary All No Stats Table
Sam H 7]
SamplaMame Nama Wial [ inj | RT | Area | Heighi | USF Piate Count [ USF Tailing | Amaunt
1 EXP4_7 Enalagsl Maloate | 10 2048 [ 208217 | 12083 1836 pal G24
2 ExFd_7 Eralapdl Maleate | 10 | 1| 4.9 | 205246 | 12083 1633 09| 0240
Mean 4.0 205234 | 12083 1834 09 0240
T RS0 0.0t 000 &
Sid. Dew. 20 .00
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Appendix B HPLC results

Experiment 2:

Curranl Data 26 Movember 2011
fware Empower 2 Software Bui
Sample Information
Sampleblame EXP9_1 Sample Type Unknown
Wial 1 Date Acquired 24 Mowember 2011 09:38:28
Inject 1
I"{‘“ on " 4000 Date Processed 25 Nowember 2011 D2:53:10
njection Volume 00wl
Run Tima 10.0 Minutes AcaMethod Sel  ENALAPRIL ASSAY
Instrument_Operalor MESTER Frocessing Method EMALAPRIL ASSAY
Project Name GPU Validation\GPU_Method_Transfers_2011_2  SampleWeight  1.00000
Dilution (L3340
Sample SetMame  EMALAPRIL ASSAY ELZAMN 24NV o T
tage 1
System Mame MACE L g
1 - Sample Setkd 24014
Column_Number  #521 Result Set id
Mobila_Phase A5 PER MOA Result |d 24285
Sample Set Start Date 24 Nowembar 2011 04:51:30 PM SAST
Auto-Scaled Chromatogram
- - T T T . i
| [T |
. bt b I
0040~ 2 = |
= @ ‘
= 2 i
0,030 E g |
£ —
< 0.020- E B
- [y}
] = Ln‘:
=
LL!
0.010 1
0.008 -
0.00 100 200 100 aD0 500 600 .00 8O0 900 10.00
Minutes
Peak Resuits
Marms RT Area | Haight | % Area | M(Tang) | Tailing | Resoln | K Pime | Amount | Units
1 | Maleic acid 1430 | 244082 | 46223 sea0| 1a8ss| 1.8 .43
2 | Enalapril Maleate | 4 854 | 168041 | 9845 4090 1831 Gol | 11.55 3,85 0198026
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Appendix B HPLC results

Report Method Name : Summary All ADVANCED sign off

Current Date (25 ;N_q\pr_tj_thr_;{ﬁj 1.2
Project name : GPU Validation\GPU_Method_Transfers_2011 2
Sample SetName  ENALAPRIL ASSAYELZAMN 24NOVIT processing Method: ENALAPRIL ASSAY
Requast_Ma (EXP Flaw_Rate_ml_min:20
Sample Satld s34 Injection Valume ;5000 ul
Result Set id : Run Time S 1000 Mnutes
Instrument_Operator - MESTER Pressure_psl 11513
Sample Set Stari Date : 24 November 2011 04:51:30 PM SAST awelengh_nm 215
Maobile Phase CASPER MOA

Result Set Date
Column_Mumber : #521

Summary All No Tabi

System Name

MMOB_ LIV

Column_temp & (50

SampleName: EXPD 1
SampleMame Mame Whal {inj | RT | Area | Height | USP Plate Cownt | USP Tailing | Amount
1 EXPO_1 Enalapil Malaxla | 11 (RERE B[ ER I eIt 183t P9 D198
2 EXPS 1 Enalapil Maleata | 11 2149169152 | o948 1626 DAl 00198
Wean 4.9 | 169048 o947 16829 g 0108
% RED Q08 ooz 0.0o
Std. Dew 149 000
Summary All No Stats Tahle
SampleName: EXP9 2
SampleMame Mame Vial | dnf | RT [ Area | Height | USP Plate Caunt | USP Tailing | Amount
1 EXPS_2 Enalapnl Maleate | 12 1431174285 | 10246 1820 0.9 0.204
2 EXPO_2 Enalapril Maleata | 12 248 1Ta49a [ 10266 1631 0g| 0208
Weaan 4.5 [ 174351 | 10256 1830 Dgl 0Ind
% RED 0.04 014 .08
Std. Dav. 145 0.oo
Summary All No Stats Table
SampleName: EX
Samplahama Hame Vial [ Inj | RT | Area | Height | USF Plate Counl | USP Tailing | Amound
1 EXP9_3 Enalapril Maleate | 12 1] 4.8 | 176576 | 10352 1826 05 0.205
M-E EXPg 3 Enaapril Malaate | 12 2149 1176472 | 10329 1822 0% 0205
Maan 4.9 [ 176525 | 10351 1824 0% | 0zos
% RS0 0.0 .02 .04
Sid, Daev, s .00
Summary Al Mo Stats Ta
SampleMName: EXP9 4
SamplaMame Mame Wial | bj m Araa [ Height | USP Plate Count | USP Tailing | Amount
1 EXPS _4 Enalapsl Maleata | 14 i 1]4.9 | 178450 | 104597 1832 0.9 212

89



Appendix B HPLC results

Summary All No Stats Table
SampleName: EXP9 4
Samplaiama Kame Wil | Inj [ RT | Area | Height | USP Plate Counl [ USP Taiting | Amount
2 EXFa_4 Enalaprit Maleate | 14 214.9 178340 | 10aB2 1828 om| 0212
Miaan 4.9 | 178395 § 10405 1830 0% 0.3t
% RS0 o4 004 004
5hd. Drav, L .00
Summary All No Stats Table
SampleName; BXE9
Samplebame Hame Vigl fInj { RT | Area EI-E&QHI LISP Plate Count | USP Tailing | Amount
1 EXP9_5 Enstapri Mateate | 15 | 1149 | 172386 | 10004 1823 0% 0200
2 EXPS_& Enalapnl Malgata [ 15 | 21 4.0 | 171443 | 10048 1823 0%l o1em
Mean ER-RRFALIES BTLER 1823 R T
% RED 3g] a3z 0.3e
S, . G 000
Summary All o Stats Table
Sam me: EXPY G
Sampladams Name Wial [ Inj [ RT | Ama | Haight | USP Plate Coum | USP Tailing | Amount
1 EXFO & Englapnl Maleate £ 18 248 (169501 § 94924 1820 [N R ]
2 EXF8_& Enalapril Maleata | 16 140 (168799 § 4915 1824 0.8 O.108
Mean A5 [ 169200 | 9520 1824 08 0158
% RED [UBCIC I L 033
51d. Daw 56T 0.
Stals Table
SampleName; EXP9 7
Samplakame Mame Vial|Inj | RT [ Area | Haight | LSP Flate Cound | USP Taiting | Amount
i EXPO_T Enalaprl Mateats [ 17 2148 (168043 ) 4762 1826 08| 0186
2 EXPRT Enataprl Maleata | 17 1}4.8 166304 | 4757 1827 09| 0.1%
Mean 4.0 | 166173 | G750 1827 0a | 0BE
e RE0D LUAR [LRIE) 0
Shd. Dhaw, 183 0.on
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Appendix B HPLC results

Experiment 3:

Experiments 3-6, 8-11 performed on same day

Experiments 7, 12-14 done together

Report Method Name : Summary Al ADVANCED sign off

Current Date : 23 December 2011

Project name : GPU Validation\TOR_2011_2
Sample SetName  :Elman_MSc_12Dec2011
Reguest_No cMWYA

Sample Set id s 11767

Rasult Sat Id S 13481

Insrument_Operator . Ockert Fourie

Sampie Set Start Date : 12 December 2011 07:33:16 PM SAST

System Mame
Processing Mathod: Elzaan_enalapnl
Column_Mumber : #522
Column_temp C @50
Flow Rata_ml_min : 2.0

Mjgction Volume

Run Time
Pressure_psi

Wavelangth_nm

MwOT

5000 uw

: 10,00 Minutes

: 1388
:216

Mobile_Phase : ACN:Buffer (25:75)
Rasult Set Date 123 Decembear 2011 07:32:32 AM SAST
All No Stats Table
Name: Enalapril
SampleMame | Mame | Vial | Inj | RT Area | EP Plate Count | Talling | EP &'n | Resolution | Amaunt | Units | K Prime
1 Pra_Sid Enalapnl | 2 1| 4.3 | 6723069 1768 1.30 10.3 | 21.400 222
F4 Pre_5td Enalaprl | 2 2| 4.3 | GT2THAG 1778 1.30 10.3 | 21.400 2323
3 Pma_5Sid Enalapdl | 2 3|43 6BT2E186 1776 1.30 10.3 1 21.400 2.23
4 | Pre_gd Enalapril | 2 4|43 |BT23025 74| 130 10.3 | 21.400 223
5 Pra_5Sud Enalaprl | 2 6| 4.3 6715905 1774 1,50 10,3 | 21.400 2.23
Mean 6723292 1773 | 1.0 10.3| 21.400
% RED 0.4a7
M : i
Report Method Name : Summary All ADVANCED sign off Systam Name NMOT
Currant Data : 23 December 2011 Processing Method: Elzaan_snalapril
Project name : GPU Validation\TOR_2011_2 Column Number @ #5272
Sample SetMame  :Elman_MSc_12Dec2011 CDIurnn_Bmp C 50
Reguest Mo C MR Flow_Rate_mil_min : 2.0
Sample Setid -11767 Injection Volume 50,00 ul
Result Sat Id - 13481 Run Time 210,00 Mnutes
Instrument Operator : Ockert Fourie Pressure_psi  : 1388
Wawslength_nm 215
Sample Set Start Date : 12D ber 2011 07:33:16 PM T -
P ecemoer SAS Mobile_Phase  : ACN:Buffar {25:75)
Result Set Date : 23 December 2011 07:32:32 AM SAST
ry All Mo Stats Table
&F!mhml
SampleMame [ Mame |Vial [In] | BT [ Ama | EP Plate Count | Tailing [ EF s'n | Resclution | Amount | Units | K Prima
1 Recovery_S51d | Enalaprl | 24 14.3 | 6226740 1785 1.27 10.4 | 10.819 2.24
2 | Recovery_Sid | Enalaprl |24 | 2 (4.3 s221008 1780 | 127 10.4 | 18.801 2.23
Maan B2238T4 1782 127 104 18.810
% RSO o0.o7
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Appendix B HPLC results

Report Method Name : Summary All ADVANCED sign off

System Name MMOT

Current Date 123 December 2011 Processing Method: Elzaan_snalapril
Project name . GPU Validation\TOR_2011_2 Column_MNumber : #522
Sample SetName  :Elman_MSc_12Dec2011 Column_temp_C :50
Requesi_No : NiA Flow_Rafe_ml_min: 2.0
Sample Setld - 117ET Injection Volume  : £0.00 ul
Rasult Set id - 13481 Run Time 2 10.00 Mnutes
Instrument Operator : Ockert Fourie Pressure_psi - 1388
Wawelength_nm 215
Sample Set Start Date : 12 December 2011 07:33:16 PM SAST Mobile_Phase | AGN:Bufier (25:75)
Result Sat Data 23 December 2011 07:32:32 AM S3AST
Summary All No Stats Table
Name: Enalapril
SampleMame | Name | Vial | in] | RT Ares EP Plate Count | Talling | EF o'n | Resolution | Amount | Units | K PAimea
1 Mid_Sid Enalapril | 2 1]4.3 | 6711821 1780 1.1 10.4 | 21.363 2.24
2 Mid_Sid Enalapril | 2 21436712508 1777 1.3 10.4 | 21.365 2.24
| Mid_Sid Enalapril | 2 1143 FE710539 1774 1.4 10.4 | 21.368 224
4 Mid_Sid Enalaprdl | 2 2|43 [ ET01835 1777 1.1 1004 | 21.331 2.25
5 Mid_Std Enalapril | 2 1]4.3| 6684220 1778 1.31 1004 | 21.307 235
& Mig_Std Enalaprl | 2 243 (6702478 1769 1.31 104 | 21.333 228
T Mid_Std Enalaprl | 2 143 | 6703753 1769 1.31 0.4 29,357 228
] Mid_Sid Enalapsdl | 2 243 | 8637024 1773 1.3 04| 21.318 2.25
] Mid_5Std Enalaprl | 2 1143 | 6704967 17T 1.3 10,4 21.341 2.26
10 Mid_5S1d Enalapril | 2 ) 4.3 | 6T06F40 1768 1.31 10,4 | 21.347 2.26
11 | Mid_Sud Enalapril | 2 1] 4.3 | 6706347 1765 1.3 10.4] 21,346 228
12 Mid_5Sid Emalapril | 2 2143 BT16824 1760 1.31 10.4| 21.3789 2.28
13 | Mid_Sud Enalaprii | 2 1| 4.3 | 6608858 1766 1.3 10.4 | 21.322 228
14 Mig_Std Enalapdl | 2 2| 4.3 | 6TO0ERE 1769 1.8 104 21.5327 2.28
15 Mid_std Enalagril | 2 114.3 | 6705022 17TE3 1.3 104 | 21,542 2.28
16 Mid_Sid Enalapdl | 2 2| 4.0 | 66871427 1764 1.m 104 | 21.266 2.28
7 Pra_5td Enalapdl | 2 1143 |8725088 1769 1.30 103 ) 21.400 222
18 Pre_5td Enalaprl | 2 2| 4.3 | 6727485 1775 1.30 10.3 | 21.400 2.23
19 | Pre_Swd Enalaprl | 2 3| 4.3 | BT26186 1776 1.30 10.3 | 21.400 2,23
20 Pre_351d Enalaprl | 2 4| 4.3 | BT23925 174 1.30 0.3 27.400 2.23
e Pre_Sid Enalapdl | 2 51 4.3 | 6T15905 1774 1.30 10,3 27.400 223
Mean Groszig 177 1.3 104 21.352
% RED 017
Mama: Enala
SampleNama | NMame |In |Vial| AT Ama | Halghl | Dilulion | “mount } Unl
1 &1 Enslaprl | 1|32 |4.435] 133037 | 0482 | 0.33400 a.14
2 | Ensiapril/ | 2{32 |4438| 134013 | 8640 | 0.33400 0.14
Maan 1335626 0.14
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Appendix B HPLC results

Summary All No Stats Table
Mame: Enalapril
SamplaNama | Mama |nf | Vial | RT Arsa | Helght | Cllulion | Amounl | Unlbs
1 5.2 Enalapdl | 1133 |4.436 ) 134120 | 8486 | 0.33360 f.14
2 |s2 Enalapdi | 2133 {4.429 134374 | 8477 | 0.33300 0.14 }
Mann 134247 ! 0.14
-] Stata Table
) Nama: Enalapril —
SampleMams | MName |In] | Vial| RT éAma [ Helght | Dulion | Amaunt | Unle
1 53 Enalapdl | 2 |34 |d4d4d | 111840 ) TOAT | Q22400 012 i
2 512 Enslapdl | 1|34 |4.440) 111866 | 70487 | 0.22400 0.12
Maan 111857 0,12
Sunmary All No Stats Table
SampleMame | Mame | inj mﬂ Helght | Dilution | Amount | Unit
i L Enmlapn! 1138 4.441 | 188323 | 12028 | 033600 0.20
2 5.4 Enalaprdl | 2 |3& |4 .30| 188768 | 11079 } 033500 o.20
Magn 18904 & 0.20
Summary All No Stats Tablo
TR Ll ic
SampleMName| MName |Inj | Viai| RT Ama | Halght | Dluian | Amount | Unlbs
1 {65 Enalapiil | 1|38 |a445[110715| 7540 ]oasa0n| o3
2 6.5 Enalmpril | 2 |36 (4440 | 120338 | 7I58 | 0.33300 0.13
Mean | 114527 0.13
Summary All No Stats Tabla
LA r
SampleMame | Mame |Inj |Vlel | RT Ama | Heighl | Dilution | Amounl | Unils
1 5.6 Enalapril | 1|37 | 4.444 | 100131 | 8342 | 0.33300 0.1
2 |58 Enalapdl | 2 |37 |4.440 | €298 6322 | 0.33300 010
Maan 85548 g.aT
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Appendix B HPLC results

Summary All No Stats Table
SamplgMams | Name |iIn] |Vial| RT Area | Height | Dilvion { Amount | Unlia
i 5.7 Englaprl | 2|38 |4.448] 718880 7418 | 0.33200 112
2 B.7 Enalagrl 1132 4443 | 117166 7417 | 0.33200 0.12
hlaan T16623 2.12
Experiment 4:
Summary All No Stats Table
Nama: Enstapel|
SamplaMame | Mama |In] |Wial | RT Ama Halght | Dllutien | Amaunt | Unike
1 3.1 Enalapril | 1|17 p4.261 | 9a08.94 | 682700 | 0.35200 9.94
' 3.1 Enalapril | 2 |17 | 4.°.52 | 9412108 | 582029 | 0.33200 2.85
Maan 2410701 994
sSummary All No Siats Table
Elmplﬂll‘l;l' MNMama | In] |Wial | AT Arcd Height | Dilution | Amounl | Unlla
1 3.2 Enalapdl | 1|18 |4.256 8285581 | 575107 | 033100 a.7a
Summary Alf No Siats Table
bams: Enaiepri
SampleMame | Name | Inj| Vie! | RT Aran Helghl | Dilufion | Amounl | Units
2 3,2 Enalaprl | 2|18 | 4252 | 92008854 | 574997 | 0.23100 2.78
Moan 9287208 ] ae
Summary All Ng Stats Table
Name: Enalaprii
SampleName | Nams [Inj | Vial | RT Ama Heighl | ClivEon | Amiount | Unils
1 |23 Enalaprit| 1]19 |4.255 | 9310162 | 578284 | 0.33200| 5.84
2 2.3 Enalaprf| 2|18 |4.253 | 9317428 | STEE1T | 0.33200 .45
Muaan 9318705 aes
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Appendix B HPLC results

umma | No Stats Ta
Name: Enalapril
SemploMame | Mams | Inj | Viel ]| RT Ama Heighl { Diludon | Amount | Unika
1 .4 Eralapril | 1|20 |4.252 | 9840208 | S95045 | 0.93200 10.20
2 a4 Enalaprl | 2|20 |4.250 | 0848571 | 554524 | 0.33200 10.16
Moan 9647420 iD.18
K:ma: Enalapril
SampleName | Name |In| |Yial | RT Ammn Haight | Dilutlon | Amounl | Unf
1 3.5 Enzlaprl | 1|21 |4.263 (5256267 | 572208 | 0.33100 .75
2 3.6 Enalaprdl | 2|21 | 4268 | 5267512 | 572724 | 033100 aTs
Wemn 9268084 .75
summary All No State Table
Neme: Enalaprl
SamplaMNamn | Mame | Inj|Vial | RT And Haight | Gilulien | Amounl | Unlla
1 3.8 Ennlapril | 2 |22 |4.265 | 8807032 | 552805 | 0.323400 a.47
2 ia Enalapdl | 1|22 |4.263 | 8820803 | 553803 ; 0.33400 .48
Maan aa14043 .45
Neme:Enalapr)l
BampleMamsa | Mama |In] |Vial ! RT Araa Halghi | Dliuticn | Amounl | Unite
1 a.7 Enalaprii | 1|23 | 4.284 | 9588362 | 590931 | 033104 10,10
i a.7 Enalapdl | 2|23 | 4.252 | 9587288 | 590962 | 0.33100 10,10
Moean psarean 10.10
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Appendix B HPLC results

Experiment 5:

Summary A)| No Stats Tabig
Sayme; Enalaprll
damplaMNama Mame |in| |Viml| RT Anan Haihl | Dllution | Amount | Linlts
1 8.1 Enalapril | 1|38 | 4.158| 17633504 | L7084 | D.33300 18.01
2 81 Enalaprl | 2 |59 |4.155] 17638113 | 807058 | 0.33300 16.01
Mean ] 17834884 ) ‘1.‘1.01
Summary All Mo Stats Tabla
SampleMame § Nema | o) | Vial | AT Aaed Helght | Dilwien | Amount | Unite
1 6.2 Enzlapdl | 1{40 | 4.158 | 18516521 ) 1023044 | 033200 10.57
2 a2 Enalaprl | 2 | 40 |4.151 | 18527138 | 1023720 | 0.33200 18.58
Mpan 185621030 10.67
Summary All No Stats Table
Name: Enaia
SamplaNama | Mama In] | Vial | AT Arca Haight | Diiuden | Amounl | Unlis
1 8.1 Enalapr) | 2 |41 | 4152 | 1R8AS2A2 | 1030801 | 0.23000 1585
2 8.2 Enalaprti | *[41 |4.154 | 18381558 | 102988E | 0.32000 19.82
Maan 18833415 19.62
Surmary ANl No Stats Table
Name. Soataprll
SamplaMama Nama |In/}Viml| RT Ama Halght | Ddiulian § Anownl | Uik
1 ¥ ) Enalapri | 1|42 |4.163 | 10035888 | 10024453 | 033500 19.23
2 8.4 Enalaprl | 2| 42 4.162 | 18034033 | 1001876 | 0.33500 .23
Maan 18034881 19.23
Summary AKNo Stats Tablo
Name; Enalepr]|
SamplaMama Mama m | Vial| RT Arsa Haighl | Mivlan | Ameunt | Unlts
1 6.5 Eralaprl | 1743 |4.142 | 16326132 | 1057634 | 0.33100 20,348
Z (B85 Enalapet | 2|43 |4.147 | 183012393 | 1066341 | 033100 | 20.94
Maan 19313487 | 20.26
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Appendix B

HPLC results

Summary Al No Stats Table

SgmpleMema | Mame |In] |Vial] AT Ameq Hmight | Cilution | Amount | Unita
1 (88 Enmlopd | 7443 | 4,154 | 18RT0O189 | 1037285 | 0 33100 18,84
2 LK Enalaprii { 2|47 |4.151 | 16800298 | 1GATEAT | 0 353100 19,81
Maan 188AT 242 19.80
Summary All No Siats Table
Mame: Erulngrll
EampleMame | Mame ‘ Inj | Vial | RT Amn Height | DiluSon | Amouinl } Links
1 &7 Enalaprfl | 2 |45 | 4176 | 18382541 | 1008858 | 033100 18.35
2 BT Enalaprdl | 7145 |4.181 | 18387783 | 1014223 | 033100 1835
Maan 18365187 19,35
Experiment 6:
Summary All No Stats Table
_Nare: Enslopr)
ZampleNama Neme |Inj]Vial| RT Ama Helght | Dilulon | Amounl | Unlie
1 1.1 Enalapdl | 1| G0 | 4.300] 9058344 | 655300 | 023500 966
2 |11 Enalspdl | 2|00 |4.305| 9068243 | 566728 | 033500 | 467
Mgan 063264 .66
Summary All No Stats Tabla
SampleMame | Mame |Inj |Vial | RT Area Helghl | Dilufion | Amount | Unite
1 11,2 Enalapdl | 1 | &1 4,302 | 9875160 | 563354 | 0.33200 10,12
2 112 Ennlapdl | 2 | &1 4207 | 95TAN6GY | 563272 | 0.33200 10.12
Meaan asT4111 10,12
Mame: Er-InEII
SamplaMama | Mama in]|Vial| RT AMna Haight | Diludon | Amount | Unile
1 113 Enalaprl | 1|62 | 4302 [ 8521450 | SROSS0 | 03300 10.08
2 113 Enalaprit | 2 |62 |4.307| 6510820 E?EHB! 033300 10.08
Maan 8518220 10.09
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Appendix B HPLC results

Summary All No Stats Tahle

Sampladame | Mame |lnj |Wal| AT A Heighl | Gifution | Amount | Unik
1 14 Enalapril | 1|63 |4.206 ; $826713 | 587378 | 0.33400 10.45
2 114 Enalapnl | 2 |63 | 4.2v3 ) ."34166 | 587307 | 033400 10.45
Mean 8830435 1045
Summary Al No Stats Table
Name: Enalapri
SampleName | Name | Inhf | Vial A Helght | Cllutlon | Amounl | Unils
1 1.5 Enalaprl | 1|64 |4.310 | 9220401 | 664435 | 0.33200 9.74
2 1.5 Eralaprily 2|84 |4206| 9230838 | 564523 | 0.33200 9.78
Mean 8225868 8.76
Summary All No Stats Table
&
BampleMame | Mame | in] | Vial Ama Height | Dilulion | Amount | Unile
1 1.8 E.nalapn'l 2|85 [4an ‘GEIEHE! 585509 | 0.32300 o.80
2 114 Enalapil | 1|85 | 4310 | 9234365 | 565004 | 0.33300 e.ra
Moan 9240524 9.r8
Summaery All No State Tabis
Name: Enalapril
SampleMame | Mama |inj | Viet | RT Aran Height | Dilulion | Amount | Un|be
1 11.7 Enalaprl | 1|86 | 4320 | 5564200 | 527330 [ 0.33000 8.00
2 nr Enalapdl | 2 |60 | 432Q | 5560563 | $28350 | 0.33000 B.sg
Moan al62386 B8
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Appendix B HPLC results

Experiment 7:

Summary All No Stats Table

Name: Enala pril
SampleName | Name |Inj|Vial | RT Area | Height | Dilution | Amount | Units
1 13.1 Enalaprl [ 274 |4.488 | 157438 | 9864 [ 0.33300 0.17
2 131 Enatapril [ 1|74 |[4.485 157605 | 9874 | 0.33300 0.17
Mean 167521 0.17
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj| Vial | RT Area | Height | Dilution | Amount | Units
1 13.2 Enalaprl | 1|75 |4.486 | 220097 | 13776 | 0.33500 0.23
2 |132 Enalapril | 2|75 |4.485|218801 | 13728 | 0.33500 0.23
Mean 219449 0.23
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj | Vial| RT Area | Height | Dilution | Amount | Units
1 13.3 Enalapril| 1|76 |4.488 ) 126526 | 7829 | 0.33500 0.13
2 13.3 Enalapril | 2|76 |4.490 (127409 | 7957 |0.33500 0.14
Mean 126967 0.14
Summary All No Stats Table
Name: Enalapril
SampleName | Name {Inj|Vial| RT Area | Height| Diluticn | Amount | Units
1 13.4 Enalapl | 1|77 |4.486 124404 | 7659 | 0.33500 0.13
2 [134 Enalapril | 2|77 |4.491 121986 7616 |0.33500 0.13
Mean 123195 0.13
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Appendix B HPLC results

Summary All No Stats Table

Name: Enalapril
SampleName | Name |Inj|Vial| RT Area | Height | Dilution | Amount | Units
1 135 Enalaprl | 1|78 |4.487 | 150560 | 9397 { 0.33100 0.16
2 13.5 Enalapril | 2|78 |4.489 149126 9367 | 0.33100 0.16
Mean 149843 0.16
Summary All No Stats Table
Name: Enalapril
SampleName | Name |[Inj| Vial| RT Area | Height | Dilution | Amount | Units
1 13.6 Enalapril | 1|79 |4.492 (106394 | 6738 0.33600 0.11
2 13.6 Enalapril | 2|79 |4.491 107381 | 6758 | 0.33600 0.11
Mean 106888 0.11
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj|Vial| RT Area | Height | Dilution | Amount | Units
1 13.7 Enalapril | 7|80 |4.486 119081 | 7478 |0.33400 0.13
2 13.7 Enalapril | 2|80 4.489 (118046 | 7450 { 0.33400 0.13
Mean 118554 0.13
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Appendix B HPLC results

Experiment 8:

Summary All No Stats Tabla

! Enalapri
Vial | RT Ama

"~ |SemplaName | Name |inj Height | Dilution | Amount | Unite

i 14.1 Emnlapdl | 2 |81 [4181 ) 19817728 | 1056028 | 033100 | 20.67

2 141 Enelopdl | 1] 81 | 4180 | 19823032 | 1057955 | 033100 | 20.67

Maan | 18420380 2087

Summ Stats Tab
Nama: Enalaprl
SamplaNama | Mama Inj | Viml | AT Ama Height | Dllulon | Amount | Unlls
1 14.2 Enalapni | 2 |82 4.180 | 18887852 | 10174680 | 053400 18.87
2 14.2 Enalapril | 1]982 | 4.18E | 18683848 | 1018648 | 0.A3400 18.68
Mean 1DBE8TEE 19.88
Summary All No Stats Tabla
Name: Enalaprii
SampleMame | MName |Inj|Vial| RT Anna Hulght | Dliullan | Amounl | Undts
1 143 Enalapdl | 2|83 |d.184 | 19160632 | 102745, | 0.3MD0 | 2037
2 142 Enalapdl | 1]83 | 4.187 | 19163148 | 1038511 | 0.32400 | 2037
Mean 18161881 =037
Summaiy All No Stats Table
Bame Lnalag]
SampleMame | Name |in) |V¥ial| AT Area Heighl | Dilution | Amounl | Unite
1 14 4 Enalepri | 7|04 |4.191 | 15048246 | 1032627 | 0.33300 20189
2 14.4 Enmlaprl ; 2|84 |4.184 | 19040190 ! 1022287 | 0.23200 20.18
“ll;‘l - 18044218 2010
Summary A No Stats Table
- i Nama: Enalapril
SampleMNams| Name |[In] |Vial| RT Araa Helght | Dllution | Ameisl | Unlis
1 14.5 Ennlaprl | 1|86 [4.185 | 19447453 | 10dB631 | 0.33200 ) 2055
2 145 Enalm fl | 2 |85 |4.179 | 12478404 | 10510C0 | 033200 20.58
Maan 18452973 2057 ]
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Appendix B HPLC results

ummary Al No Stats Tabig
ma: Enala
SamploName | Meme |Inj | Vial| RT Area Halght | Dllulfon | Amount | Uniks
1 14.6 Enalapil | 2|86 £4.102 | 18331342 | 1042803 | 0.33200 204D
2 14.8 Enalapdl 1| &8 2987 | 1€344028 | 1044055 | 033300 20 .50
Maan 1932376085 20,60
Summary All No Stats Table
SamploMama | Mama |inj jvial | RT Alea Heighl | Diluticn | Amount | Unils
1 14.7 { Enalapri | 1|87 |4.192 | 18938287 | 1025948 | 023300 20.07
2 14.7 Enalapdi | 2 |&7 |4.1A7| 189534873 | 1028476 | 0.33300 20.00
Mean 1294 E02 20.08
Experiment 9:
s
Name: Enalaprii
e ———
SampleMNama Namae In] | Vial | RT Ama |Helght | Cliukan | Amound | Unike
1 4.1 Enalapdl | 1|25 |4.431 | 1842376 | 12278 | 033300 021
2 41 Enalapr! | 2 |25 | 4428 | 1920687 | 12221 0.33300 0.20
Maan 1£2187 0.20
summary Al No Stats Table
ma: a
SamplaMama | Mame |In] |Vialf RT Ama |Haight | Dllullon | Amaunl | Linis
1 4.2 Enaleprl | 1|28 |4.433 | 208487 | 13014 [ 025200 0,22
2 4.2 Enalapril | 2 |28 |4.427 | 209551 | 13067 | 0.33200 D22
Meaan 208159 a.22
Summary All No Stats Table
SampleName MHame Inj | Wial | RT Amen | Heighl | Hiutien | Amaunl | Unile
i 4.3 Enalapril | 2 |27 |4.435) 2158808 | 13951 | 033500 0.23
2 i3 Enafapidl | 1|27 |4.433 | 212088 | 13808 | 0.33500 a.2a
Maan 210449 0.23
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Appendix B HPLC results

s Tab
Name: Enaiaprll
SampleMName | MName nj | Wial | RT Ama | Height | Dilulion | Amount | Unils
1 .4 Enufaprl | 1 )28 |4.425| 195246 | 12327 | 0.33100 0.21
2 4.4 Enalaprl | 228 |4438| 1041883 | 12214 | 0.33100 a0.20
hman 1 1836556 0.20
S S ble
Name: Enalapril
SamplsMama | Mama |In] | Vial | RT Ama | Helghl | Dilullon | Amoun! | Linis
1 45 Enalapdl | 1]28 | 4.437{1738%68 | 11113 | 0.33300 0.13
2 45 Enalapdl | 2|29 |4441] 175881 ] 11158 0,33300 0.18
Moan 174588 0.1%
Summary All No Stats Table
SampleMame | Namea |Inj|Yial | AT Area | Height | Dilullon | Ameunt | Units
1 4.8 Enalaprdi | 1|30 ] 4.440 | 167263 | 10§16 | 0.33300 018
2 4.8 Enalaprdl | 2 |30 | 4.437 | 167485 | 10608 | 0.32300 0.18
Mean 167368 g.18
umma S Table
SamplaNama | Name |In]|Vial| RT Amma | Hsighl} Dilulon | Amount | Unlts
1 a7 Enalaprl | 2|31 | 4430 | 1285940 | 11951 | 0.33300 020
2 4.7 Enalaprl 1 1]31 |4.4230 | 123262 | 11236 | 033300 0.20
Mean 188909 0.20
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Appendix B HPLC results

Experiment 10:

ProjectName  GPU Valldalion\TCR_2011_2 Raport Method Namwe Summary Afl No Stats Mean
Urar Nama Ockert_Fourie {Ockert)
Software Empower 2 Software Build 2154 Current Date 23 December 2011
Syztem Nama MMOT
Sample SetNama Elzaan_MSc_12Dec2011 Sample Setid 11787
R ol a3 Dncunbar 2011 Oz a4
5 LrnmI:l all gl
BampioNeme | Mame | Inj w:ﬁa Halght | Dlludon | Amaunt | Unlis
1 |11 Enalupril | 2|2 |4.3968 | 267764 | 185631 [ 0.30400 | 0.31
2 |1 Enalaprl | 1|2 |4.999 | 261548 [ 18922 (033400 | 0.31
Mean 286656 0.31
Summary All No Stats Table
SampleMame | Mame | In) Wﬂn Haigh! | Dlluflan | Amsunl Ll;nlh
1 1.2 Enalaptl | 1|4 4 408 | 122798 TT7E | 0.533300 0.13
2 1.2 Enalaprdl | 2|4 d.411 | 122620 | 7514 | 0.33300 .43
Ma@an 122708 .13
Summery All No Stats Table
Name: Enajapr)l
Sampisdama | Nams |iIn] | Vial] RT Area | Height | Ddlullon | Amounk | Unlte
1 13 Enalaprl | 2| & 4.406 | 1182168 | 7532 | 0.32100 0. 1?
2 1.3 Englapdl | 1|5 4,408 | 110723 | 7538 | 0.33100 0.13
Hean 118880 Q.13
Summary All No Stats Table
. Name: Enalapeil
SomplaNama | Mame |in] [Vial | RT Aran | Haigbt | Dilullon | Amount | Unl
1 1.4 Enalaprl | 214 4.412 | 150195 | 9518 | 033500 0.18
2 1.4 Enaapdl | 1|4 4410 | 149871 | 9648 | 023500 0.18
Miesan 160034 0.8
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Appendix B HPLC results

summary Al No Stats Table
Dame: Enalaprt .
SampleMara | Mama |in] |“lal| RT Anaa | Haight | Ddlutden | Amaunt | Unlis
1 1.5 Emalaprl | 1,7 4 407 | 1459598 | 5478 | 0,33200 0148
2 1.6 Enalaprl | 2|7 4.408 | 149537 pg23 | 0.33200 g.16
Mean 1+ J7es 0.18
Summary All No $igts Table
BITH .
SamplaNames | Name |Inj | Vial | RT Armma | Heigh! | Dlluon | Amaunt | Unie
1 1.8 Enzlaprdl | 2| & 4409 | 140380 | 8916 | 023400 0.15
4 1.6 Englepril | 1|8 4413 | 140720 B985 | 033400 0,75
Maan 14D5E5 0.5
Summary All No Stets Table
Nama: Enalapril
SampleNama | Mame |In]|Vial| RT Arsn | Haight | Dliution | Amount | Unite
1 1.7 Evalapdl | 14 4417 | T4480 | 4720 | 0.33400 0.08
2 1.?-— Enalapdl | 2|8 4.420 | 74403 | 4730 | 0.533400 0.08
Mean T4445 o0&
Experiment 11:
Summary All No Stats Table
Name: Enalepell
SempleName | Name |Inj | Vil | HTY Area Helght | Dllulian | Ameount | Unila
1 121 Enalapril r7 |4.188 | 19254119 | 1004283 | 0.33400 19.41
Z 12 Ennlepil | 2 |67 | 4,187 | 18257139 | 1006063 | 0.33400 19.41
Maan 18255628 19.41‘
Summary All No Stats Table
_emg.naiagn)
SamplaMame | Name | In] | Vial]| RT Amea Heighl | Ditutien | Amount | Unile
1 122 Enalapdl | 1|68 |4 185 | 18347945 106?5‘!4 0.33300 18.45
2 12.2 Enalapdl | 2|68 |4.188 | 18364458 ¢ 1008062 | 027300 19,44
Mean +A3E5802 14,46
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Appendix B HPLC results

Mama: Enulngrll
SampleNama | Mame [Inj|Viel| AT Aneg Huight | Dilulion | Amounl | Unile
1 123 Enalaprl | 2|89 | 4.192 | 17300053 | 98778 | 0.33200 16.92
2 123 Enelapnl 1|88 |4.196 | 17891884 | 887774 | 033200 18.<1
Mepan 17395019 18.81
=2
Name: Enalapri
SampleName | Mame |Inj|Vial | RT Ama Height | Cllulon | Amounl | Linlts
1 124 Enalaprl | 1|70 |4.150 | 18264426 | 1003184 | 0.33200 18.30
Z 2.4 Enmlapril | 2|70 |4.183 | 18252501 | 100339 . | 0.23200 19.28
Mean 182585642 1929
Summary All No Stats Table
: Enalapril
SampleMame | Mame |Inj|Vial] RT Araa Halight | Dllallon | Amounl | LUnlis
1 | 12.6 Enalapril | 1|71 |4.190 | 17046993 | 89160 | 0.32400 | 19.08 |
2 J12.8 Enalapdl | 2|71 4194 | 1TO265847 ) CATH1E | 0.33400 19.06
Mean 1782848 TD 19.07
Summary A No Stats Table
Mame: Enala
SgmpleNeme | Nama | bnj | Vial | BT Aren Helghl | Dllulon | Amouni | Linls
1 12.8 Enalaprdl | 1|72 |4.183 | 18174042 | B9RE30 [ 025200 19.21
1 2 12.8 Enmlapnl | 2172 |4.192 | 181765641 | 90B532 | 0.23200 'Iﬂll.ii
Maan 18175742 1921
Summary All No Stats Table
SampleMame | MNeme |Inj | Vial | AT Aren Height | Oitullon | Amounl | Unllw
1 12.7 Enzlepril | 2|73 |4.203 | 17072938 | D605G8 | 033200 18.04
2 ) 12.T Enmlaprl | 1|73 |4.207 | 170889374 | DS116& D;!E’p_iﬂﬂ 18.08
Menn 1TOR115656 18.08
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Appendix B HPLC results

Experiment 12:

Summary All No Stats Table

Name: Enalapril
SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 2.1 Enalapril | 2|10 |4.135|18361790 | 1025985 | 0.33400 19.52
2 2.1 Enalaprl | 1|10 |4.128 | 18357030 | 1026655 { 0.33400 19.52
Mean 18359410 19.52
Summary All No Table
Name: Enalapril
SampleName | Name |Inj | Vial| RT Area Hefght | Dilution | Amount | Units
1 2.2 Enalapril | 1|11 |4.136| 17910399 | 1006229 | 0.33400 ( 19.04
2 2.2 Enalapril | 2111 | 4.140 | 17917203 | 1006150 | 0.33400 19.05
Mean 17913801 19.04
Summary All No Stats Table
Name: Enalapril
=
SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 2.3 Enalapril | 1f12 |4.127 | 18777510 | 1043378 | 0.33200 | 19.84
2 2.3 Enalapril | 212 |4.128 [ 18783361 | 1043595 | 0.33200| 19.85
Mean 18780436 19.85
Summary All No Stats Table
Name: Enalapril
SampieName | Name |Inj|Vial| RT Area Height | Dilution | Amgunt | Units
1 24 Enalapril| 2|13 |4.120| 18318776 | 1022613 | 0.33100| 18.30
2 24 Enalaprl | 113 [4.133 | 18340042 | 1024186 | 0.33100| 19.32
Mean 18329409 19.31
Summary All No Stats Table
Name: Enalapril
SampleName | Name | Inj|Vial [ RT Area Height | Dilution | Amount | Units
1 25 Enalaprif| 1|14 |4.127 [ 18986354 | 1051497 | 0.33300 2012
2 |25 Enalaprl | 2|14 |4.129| 18964318 | 1050284 | 0.33300 | 20.10
Mean 18975336 20.11
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Appendix B HPLC results

Summary All No Stats Tahle
Name: Enalapril

SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 2.6 Enalapril | 1|15 |4.137 | 18024246 | 1009285 | 0.33100 18.99
2 26 Enalapril | 2[15 |4.137 | 18040744 [ 1010562 | 0.33100 19.01
Mean 18032495 19.00
Summary All No Stats Table
Name: Enalapril
SampleName | Name | Inj|Vial| RT Area Height | Dilution | Amount | Units
1 |27 Enalapril | 1116 |4.131 | 18617537 | 1034794 | 0.33100| 19.61
2 27 Enalaprl | 2|16 |4.137 (18617506 | 1035476 | 0.33100 | 19.61
Mean 18617522 19.61
Experiment 13:
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj]Vial| RT Arez Height | Dilution | Amount | Units
1 7.1 Enalapril | 2|46 |3.978 | 40356792 | 1770216 | 0.33300 ] 42.77
2 [ Enalapril | 1|46 |3.982 | 40346690 | 1770094 | 0.33300 42.76
Mean 40351741 4277
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj|Vial| RT '_Area Height { Dilution | Amount | Units
1 7.2 Enalapril | 2|47 |3.995 | 38966269 | 1729103 | 0.33400 | 41.42
2 |72 Enalapril | 1|47 |3.993 (39069195 1736125 ]0.33400| 41.53
Mean 39017732 41.48
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Appendix B HPLC results

Summary All No Stats Table

me: Enalapril
SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 7.3 Enalapril | 2|48 |3.952 | 43980656 ( 1866774 | 0.33100 | 46.34
2 7.3 Enalapril | 1|48 |3.955 | 44040766 | 1869311 | 0.33100 | 45.40
Mean 44010711 46.37
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj | Vial | RT Area Height | Cilution | Amount | Units
1 74 Enalaprl | 2|49 |4.274 | 11211676 | 670320 | 0.33200} 11.85
2 |74 Enalapril | 149 |4.272 |11205835 | 669417 [ 0.33200 11.84
Mean 11208755 11.84
Summary All No Stats Table
Name: Enalapril
SampleMame | Name | Inj|Vial | RT Area Height | Dilution | Amount | Units
1 7.5 Enalaprl | 2|50 |4.018 35722414 | 1635662 | 0.33100| 37.64
2 |15 Enalapril | 1{50 [4.016 | 35829016 | 1640269 | 0.33100 | 37.75
Mean 35775715 37.69
Summary All No Stats Table
Name: Enalapril
—_—
SampleName | Name |Inj]Vial| RT Area Height | Dilution | Amount | Units
1 7.6 Enalapril | 2|51 |4.074 | 29474286 | 1434126 | 0.33400 | 31.33
2 |76 Enalaprl [ 1|51 |4.070| 29522676 | 1438878 | 0.33400 | 31.39
Mean 29498481 31.36
Summary All No Stats Table
Name: Enalapril
SampleName | Name [Inj|Vial| RT Area Height | Dilution | Amount | Units
1 7.7 Enalapril 52 | 3.779 71202628 | 2333834 | 0.33000 74.79
2 7.7 Enalaprl | 2|52 |3.776 | 71230150 | 2337168 | 0.33000| 74.82
Mean 71216389 74.80
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Experiment 14:

PrcjectName
User Name

GPU Validation\TOR_2011_2
Ockert_Fourie {Ockert)

Software Empower 2 Software Build 2154

Sample SetName Elzaan_MSc_12Dec2011

Sample Set Start Date 12 December 2011 07:33:16 PMSAST
Resuit Set Date 11 January 2012 08:51:49 AM SAST

Report Method Name Summary All No Stats Mean

Summary All No Stats Table

Current Date
System Name

Sample Setld 11767
Result Set Id 13700

11 January 2012
MVO7

Name: Enalapril
SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 [101 Enalapril | 2|53 |4.099 | 26485539 | 1327383 | 0.33300 | 28.07
2 101 Enalaprl | 1|53 [4.096 |26513411 | 1330068 | 0.33300| 28.10
Mean 26499475 28.09
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj[Vial| RT Area Height | Dilution | Amount | Units
1 10.2 Enalapril | 2|54 (4.086 27758402 | 1375281 | 0.33200| 29.33
2 10.2 Enalapril { 1|54 |4.090[27728415 | 1372850 | 0.33200| 29.30
Mean 27743409 29.32
ummary All No Stats Table
Name: Enalapril
SampleName [ Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
i 10.3 Enalapril | 2|55 |4.080 | 28135061 | 1387650 | 0.33100| 29.64
2 10.3 Enalaprl | 1]55 | 4.086 | 28076106 | 1384659 [ 0.33100 29.58
Mean 28105583 29.61
Summary All No Stats Table
Name: Enalapril
SampleName | Name | Inj|Vial| RT Area Height | Dilution | Amount | Units
1 10.4 Enalaprl | 2|56 |4.098 | 26698037 | 1334463 | 0.33000| 28.04
2 10.4 Enalapril | 1|56 |4.096 | 26717981 | 1338502 | 0.33000 | 28.06
Mean 26708009 28.05
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Summary All No Stats Table

Name: Enalapril
SampleName | Name |Inj|Vial| RT Area Height | Dilution | Amount | Units
1 |105 Enalapri! | 2|57 [4.111 25010667 | 1273227 | 0.33400 | 26.59
2 |105 Enalapril | 1|57 |4.120 | 25021955 | 1274606 | 0.33400 | 26.60
Mean 25018311 26.59
Summary All No Stats Table
SampleName | Name |Inj| Vial| RT Area Height | Dilution | Amount | Units
1 10.6 Enalapril | 1|58 |4.095| 27442924 | 1370358 | 0.33300 29.09
2 |106 Enataprit | 2|68 |4.091 | 27454975 | 1370842 | 0.33300| 29.10
Mean 27448950 29.09
Summary All No Stats Table
Name: Enalapril
SampleName | Name |Inj|Vial | RT Area Height | Dilution | Amount | Units
1 10.7 Enalapril | 2159 [3.747 | 76610722 | 2379077 | 0.3330C 81.20
2 1107 Enalaphl | 1|59 |[3.745|76398773 | 2369914 | 0.33300 | 80.98
Mean 76504747 81.09
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Batch 2

Experiment 1, 3-4, 10, 12

Report Method Name : Summary All ADVANCED sign off

System Name

MVIO3

Processing Method: ENALAPRIL ASSAY

Current Date 13 March 2012
Project name : GPU Validation\TOR_2012
Sample SetName  :ENALAPRIL ASS ELZAAN 09MAR2012 Column_temp_C :50
Request_No T N/A Flow_Rate_mi_min: 2.0
Sample Set |d rad] Injection Velume :50.00 ul
Result Set Id :11606 Run Time £10.00 Minutes
Instrument_Operator : MELIKHAYA_KEPU Pressure_psi $1385
Sample Set Start Date : 09 March 2012 06:17:51 PM SAST Wawslength_nm 215
Mobile_Phase : AS PER PAM
Result Set Date 113 March 2012 02:42:48 PMSAST
Column_Number : #522 PLATINUMC8
Summary All No Stats Table
Name: ENAL APRIL MALEATE
SampleName Name Vial | Inj | RT Area Height | USP Plate Count | USP Tailing | Amount | Units
1 ASS STD ENALAPRIL MALEATE | 2 1]|4.2 | 5774296 | 392425 1329 1.4 | 1034.00 | %m/m
2 ASS 8TD ENALAPRIL MALEATE | 2 214.2 | 5834203 | 396108 1823 1.4 | 1034.00 | %mim
3 ASS STD ENALAPRIL MALEATE | 2 3] 4.2| 5838482 | 396303 1822 1.4 | 1034.00 | %m/m
4 ASS STD ENALAPRIL MALEATE | 2 4| 42| 5842590 | 396514 1823 1.4 | 1034.00 | %m/m
5 ASS STD ENALAPRIL MALEATE | 2 5|42 | 5841760 | 396488 1822 1.4 | 1034.00 | %m/m
Mean 5826266 | 395568 1824 1.4 | 1034.00
Std. Dev. 29238.76
% RSD 0.50
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Report Method Name : Summary All ADVANCED sign off

System Name

MMO3

Current Date 113 March 2012 Processing Method: ENALAPRIL ASSAY
Project name : GPU Validation\TOR_2012
Sample SetName  : ENALAPRIL ASS ELZAAN 09MAR2012 Column_temp_C :50
Request_No T NiA Flow_Rate_ml_min : 2.0
Sampie SetId 19779 Injection Volume : 50.00 ul
Result Setld : 11606 Run Time :10.00 Minutes
Instrument_Operator : MELIKHAYA_KEPU Pressure psi  :1385
Sample Set Start Date : 09 March 2012 06:17:51 PM SAST Wavelengh_nm - : 215
Mobile_Phase : AS PER PAM
Result Set Date : 13 March 2012 02:42:48 PM SAST
Column_Number : #522 PLATINUMC8&
Summary All No Stats Table
Name: ENALAPRIL MALEATE
SampleName Name Vial | Inj | RT Area Height | USP Plate Count | USP Tailing | Amount | Units
1 ASS 8TD ENALAPRIL MALEATE | 2 1|4.2 | 5774296 | 392425 1829 1.4 | 1034.00 | %m/m
2 ASS STD ENALAPRIL MALEATE | 2 2142 | 5834203 | 396108 1823 1.4 | 1034.00 | %m/m
3 ASS STD ENALAPRIL MALEATE | 2 3|4.2| 5838482 | 386303 1822 1.4 | 1034.00 | %mim
4 ASS STD ENALAPRIL MALEATE | 2 4 (42| 5842590 | 396514 1823 1.4 | 1034.00 | %m/m
5 ASS STD ENALAPRIL MALEATE | 2 5 (4.2 | 5841760 | 396488 1822 1.4 { 1034.00 | %m/m
6 MIDSTD ENALAPRIL MALEATE | 2 1|4.2 | 5855180 | 396376 1821 1.4 [ 1038.13 | %m/m
7 MID STD ENALAPRIL MALEATE | 2 2| 4.2 | 5857668 | 396380 1820 1.4 [ 1039.57 | %mim
8 POST STD | ENALAPRIL MALEATE |2 1|4.2 | 5855739 | 395091 1818 1.4 | 1039.23 | %m/m
9 POST STD | ENALAPRIL MALEATE | 2 2 4.2 | 5856457 | 395998 1818 1.4 | 1039.36 | %m/m
Mean 5839597 | 395843 1821 1.4 | 1036.37
Std. Dev. 26034.60
% RSD 0.45
Report Method Name : Summary All ADVANCED sign off System Name  :  MV03
Current Date 13 March 2012 Processing Method: ENALAPRIL ASSAY
Projectname : GPU Validation\TOR_2012
Sample SetName  : ENALAPRIL ASS ELZAAN 09MAR2012 Column_temp_C : 50
Request_No tNA Flow_Rate_ml_min : 2.0
Sample Setld 19779 Injection Volume  :50.00 ul
Result SetId - 11608 Run Time :10.00 Minutes
Instument_Operator : MELIKHAYA KEPU Pressure_psi  :1385
Wawelength_nm :215
Sample Set Start Date : 09 March 2012 06:17:51 PM SAST Mobile_Phase . AS PER PAM
Result Set Date : 13 March 2012 02:42:48 PM SAST Column_Number : #522 PLATINUMCS
Summary All No Stats Table
Name: ENALAPRIL MALEATE
SampleName Name Vial | Inj | RT Arsa Height | USP Plate Count | USP Tailing | Ameount | Units
1 RECOVRY STD | ENALAPRIL MALEATE | 3 1| 4.2 | 5872209 | 398425 1822 1.4 |1042.15 | %mim
2 REGOVRY STD | ENALAPRIL MALEATE |3 2| 4.2 | 5869504 | 398154 1819 1.4 (104167 | %m/m
Mean 5870857 | 398289 1820 1.4 [ 1041.91
Std. Dev. 1912.65
% RSD 0.03

113



Appendix B HPLC results

Experiment 1

Summary All No Stats Table

SampleName: A 4:1

SampleName Name Vial [Inj | RT | Area | USP Tailing { Amount | Units | SampleWeight
1 A_41 ENALAPRIL MALEATE | 42 1|4.3]|155575 1.0 0.18419 | %m/m 149.60000
2 A 41 ENALAPRIL MALEATE | 42 2]14.3]154835 1.0 | 0.18343 | %m/m 149.60000
Mean 165255 1.0 | 0.18381
Summary All No Stats Table
SampleName: A 4:2
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_4:2 ENALAPRIL MALEATE [ 43 1] 4.3 | 108558 1.0 | 0.12842 | %m/m 151.10000
2 A_4:2 ENALAPRIL MALEATE | 43 2]4.3]109138 1.0 012793 | %m/m 151.10000
Mean 109347 1.0 | 0.12818
Summary All No Stats Table
SampleName: A 4:3
SampleName Name Vial [ Inj | RT | Area | USP Tailing | Amount | Units | SampleWaight
1 A_4:3 ENALAPRIL MALEATE | 44 1|4.3]|83236 1.0 ] 0.09757 | %m/m 151.10000
2 A_4:3 ENALAPRIL MALEATE | 44 2(4.3|83019 1.0 | 0.09731 | %m/m 151.10000
Mean 83128 1.0 | 0.09744
Summary All No Stats Table
SampleName: A 44
SampleName Name Vial | Inj | RT | Area | USPF Tailing | Amount | Units | SampleWeight
1 A_4:4 ENALAPRIL MALEATE | 45 1{4.3]|134774 1.0 | 0.15829 | %m/m 150.80000
2 A_4:4 ENALAPRIL MALEATE | 45 2}14.3( 134970 1.0 ] 0.15852 | %m/m 160.80000
Mean 134872 1.0 | 0.15841
Summary All No Stats Table
SampleName: A 4:5
SampleName Name Vial |Inj{ RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_4:5 ENALAPRIL MALEATE | 46 114.3]|101812 1.0 | 0.11883 | %m/m 151.90000
2 A_4:5 ENALAPRIL MALEATE | 46 243101697 1.0 1 0.11858 | %m/m 151.90000
Mean 101805 1.0 | 0.11871
Summary All No Stats Table
SampleName: A 4:6
SamplaName Name Vial [ Inj | RT | Area {USP Tailing | Amount | Units | SampleWeight
1 A 46 ENALAPRIL MALEATE | 47 1]|4.3]| 553744 1.0 | 0.64810 | %m/m 151.80000
2 A_4:6 ENALAPRIL MALEATE | 47 2 |4.3| 553258 1.0 | 0.64853 | %m/m 151.80000
Mean 553501 1.0 | 0.64581
Summary All No Stats Table
SampleName: A 4:7
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_4:7 ENALAFRIL MALEATE | 48 1|4.3| 559660 1.0 [ 0.65864 | %mim 150.50000
2 A_4:7 ENALAPRIL MALEATE | 48 2143559670 1.0 | 0.65865 | %mim 150.50000
Mean 559665 1.0 | 0.65865
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Experiment 2

Summary All No Stats Table

SampleName: A 9:1
SampleName Name Vial | Inj | RT | Area |USF Tailing | Ameunt | Units | SampleWeight
1 A_9:1 ENALAPRIL MALEATE | 60 1] 4.4 | 176404 0.9 | 0.20799 | %mim 150.22000
2 A_B1 ENALAPRIL MALEATE | 60 21 4.4|175402 0.9 | 0.20681 | %mim 150.22000
Mean 175803 0.8 10.20740
Summary AllN Table
_SampleName: A 9:2
—
SampieName Name Vial | Inj | RT | Area |USP Tajling | Amount [ Units | SampleWeight
1 A_9:2 ENALAPRIL MALEATE | 61 2|4.4 172908 0.9 | 0.20439 | %em/m 149.84000
2 [A_9:2 ENALAPRIL MALEATE | 61 1|4.4|173188 0.9 | 0.20472 | %m/m 14984000
Mean 173048 G.9 | 0.20455
Sum All No Stats Tabl
SampleName: A 9:3
SampleName Name Vial {Inj | RT | Area §USP Tailing | Amount | Units | SampleWeight
1 A_9:3 ENALAPRIL MALEATE | 62 11441172120 0.9 1020362 | %em/m 149.72000
2 A_9:3 ENALAPRIL MALEATE | 62 21441172468 0.9 ] 0.20403 | %m/m 149.72000
Mean 172294 0.9]0.20382
Summary All No Stats Table
SampleName: A 9:4
SampleNams Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_9:4 ENALAFPRIL MALEATE | 63 21441173342 0.9 | 0.20385 | %em/m 150.76000
2 A 34 ENALAPRIL MALEATE | 63 1| 4.4 | 173668 0.9 | 0.20403 | Ysm/m 150.76000
Mean 173505 0.9 ]0.20384
Summary All No Stats Table
SampleName:A 9:5
SampleName Name Vial | Inj | RT{ Area |USP Tailing [ Amount | Units | SampleWeight
1 A_9:5 ENALAFRIL MALEATE | 64 1441172562 0.9 1 0.20380 | Y%em/m 149.97000
2 A_95 ENALAPRIL MALEATE | 64 2|4.4]172570 0.9 | 0.20381 | %m/m 149.97000
Maan 172568 09020380
Summary All No Stats Table
SampleName: A _9:6
——
SampleName Name Vial | Inj | RT | Area |USP Tailing | Ameount | Units | SampleWsight
1 A_9:6 ENALAPRIL MALEATE | 85 2| 4.4|175069 0.9 | 0.20594 | %mim 150.57000
2 A_9E ENALAPRIL MALEATE | 65 11441174215 0.9 | 0.20493 | %m/m 150.57000
Mean 174642 0.9 |0.20543
Summary All No Stats Table
SampleName: A 9.7
SampleMName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_S7 ENALAPRIL MALEATE | 66 2] 44| 174549 0.910.20428 | %m/m 151.34000
2 A_S:T ENALAPRIL MALEATE | 66 1144174575 0.9]0.20431 | %m/m 151.34000
Mean 174562 0.9 | 0.20429
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Experiment 3

Summary All No Stats Table

‘SéanleN_;ms:A 51
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_5:1 ENALAPRIL MALEATE | 63 1|4.3| 127676 1.0 | 0.15070 | %mim 150,06000
2 A_51 ENALAPRIL MALEATE | 63 2]14.3|127755 1.0 | 0.15079 | %m/m 150.06000
Mean 127716 1.0 ] 0.15074
Summary All No Stats Table
SampleName: A 5:2
SampleName Name Vial | Inj [ RT | Area | USP Tailing | Amount | Units | SampleWsight
1 A_5:2 ENALAPRIL MALEATE | 64 114.31111014 1.0 0.13033 | %m/m 150.87000
2 |A_5:2 ENALAPRIL MALEATE | 64 2|4.3| 110896 1.0 | 0.13019 | %m/m 150.87000
Mean 110955 1.0]0.13026
Summary All No Stats Table
%Ehla_me:.ﬂ 5:3
SampleName Name Vial |Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A 53 ENALAPRIL MALEATE | 85 114.3 ]| 116460 1.0 10.13613 | %m/m 151.52000
2 |A_G3 ENALAPRIL MALEATE | 65 2|4.3]|116599 1.0 | 0.13630 | %m/m 151.52000
Mean 116529 1.0 ] 0.13622
Summary All No Stats Table
SampleName: A 5:4
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_5:4 ENALAPRIL MALEATE | 66 1]14.3|76971 1.0} 0.09054 | %m/m 150.57000
2 |A_b4 ENALAPRIL MALEATE | 66 2|4.3| 76664 1.0 1 0.09018 | %m/m 150.57000
Mean 76818 1.0 | 0.09036
Summary All No Stats Table
SampleName: A 5.5
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_5:5 ENALAPRIL MALEATE | 67 114.3|297002 1.0 | 0.34853 | %m/m 150.93000
2 A 55 ENALAPRIL MALEATE | 67 214.3)|206428 1.0 | 0.34786 | %m/m 150.93000
Mean 296715 1.0 | 0.34820
ummary All No S Tabl
SampleName: A_5:6
SampleMame Name Vial | Inj [ RT | Area | USP Tailing | Amount [ Units | SampleWsight
1 A_56 ENALAPRIL MALEATE | 68 1143104877 1.0 [ 0.12351 | %m/m 160.40000
2 A 56 ENALAPRIL MALEATE | 68 214.3 1104832 1.0 0.12345 | %m/m 150.40000
Mean 104854 1.0 0.12348
Summary All No Stats Table
SampleName: A 57
SampleName Name Vial 1 Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_BT ENALAPRIL MALEATE | 69 114.3 | 204400 1.0 | 0.24237 | %m/m 149.37000
2 |A_ST ENALAPRIL MALEATE | 69 214.3| 204489 1.0 | 0.24247 | %m/m 148.37000
Mean 204444 1.0 | 0.24242
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Experiment 4

Report Method Name Summary All No Stats Mean

Project Name : GPU Validation\TOR_2012
User Name : Zandile Mantantana (Zandi) Current Date - 13 March 2012
Software : Empower 2 Software Build 2154 System Name :MMO3
Sample SetName : ENALAPRIL ASS ELZAAN 10MAR2012 Sample Set Id 18940
Sample Set Start Date : 10 March 2012 08:52:26 AM SAST
Result Set Date : 13 March 2012 02:58:26 PM SAST
Result Set Id :11691
Summary All No Stats Table
SampleName: A _3:1
SamplaName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_3nN ENALAPRIL MALEATE | 35 1|4.1| 8767884 1.6 | 10.40637 | %m/m 149.23000
2 A_31 ENALAPRIL MALEATE | 35 2141 |8r67971 1.6 | 10.40647 | %m/m 149.23000
Mean 8767928 1.6 | 10.40642
Summary All Tabl
SampleName: A 3:2
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_3:2 ENALAPRIL MALEATE | 36 1] 4.1 9092594 1.6 [ 10.75787 | %m/m 148.70000
2 A_3:2 ENALAPRIL MALEATE | 36 214.1]9091036 1.6 1 10.75603 | %m/m 149.70000
Meaan 9031815 1.6 | 10.75695
Summary All No Stats Table
SampleName: A 3:3
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWsight
1 A_3:3 ENALAPRIL MALEATE | 37 11418536410 1.6 | 10.04681 | %mim 150.49000
2 A_3:3 ENALAPRIL MALEATE | 37 214.1| 8531067 1.6 | 10.04052 | %m/m 150.49000
Mean 8533738 1.6]10.04366
Summary All No Stats Table
SampleName: A 3:4
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A 34 ENALAPRIL MALEATE | 38 1] 4.1) 9564857 1.6 (11.25349 | %m/m 150.54000
2 A_3:4 ENALAPRIL MALEATE | 38 2(4.1| 9567426 1.6 | 11.25651 | %m/m 150.54000
Mean 9566141 1.6 | 11.25500
Summary All No Stats Table
SampleName: A 3:5
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_3:5 ENALAPRIL MALEATE | 39 1]4.1] 8553161 1.6 | 10.06452 | %m/m 150.52000
2 A_3:5 EMNALAPRIL MALEATE | 29 2|4.1|8551855 1.6} 10.06310 | %m/m 150.52000
Mean 8552558 1.6 | 10.06381
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ummary All N ats Tabl

SampleName: A_3:6
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_3:6 ENALAPRIL MALEATE | 40 11418764518 1.6 10.32763 | %m/m 150.31000
2 A_3:6 ENALAFRIL MALEATE { 40 2|41 (8774327 1.6 | 10.3391% | %m/m 150.31000
Mean 8769423 1.6 ] 10.33341

Summary All No Stats Table
ﬁmglehlame:A 37

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_37 ENALAPRIL MALEATE | 41 1]4.1]8414135 1.6 | 9.88058 | %m/m 150.83000

2 A_3:7 ENALAPRIL MALEATE | 41 2|4.1]8413673 1.6 | 9.88003 | %em/m 150.83000
Mean 8413904 1.6 | 9.88030

Experiment 5
This is for batch 2 exp 5,9 and 13 and batch 3 exp 13 and 14.

Report Method Name : Summary All ADVANCED sign off System Name :  MMO5_UV

Current Date 116 March 2012 Processing Method: ENALAPRIL ASSAY

Projectname : GPU Validation\TOR_2012

Sample SetName  : ENALAPRIL ELZAN A6_B10 15MAR12 Column_temp_C :50

Request No :N/A Flow_Rate_mI_min:2.0

Sample SetId 116313 Injection Volume :50.00 ul

Result Set Id 17027 Run Time :10.00 Minutes
Pressure_psi 11589

Instrument_Operator | MAZA-MAZA

Sample Set Start Date : 15 March 2012 01:05:53 PM SAST
Result Set Date :16 March 2012 08:35:52 AMSAST

Wawelength_nm :215
Mobile_Phase 1 AS PER PAM
Column_Number : #521 PLATINUMCS8 EPS

Summary All No Stats Table

Name: ENALAPRIL MALEATE

SamplieName Name _]T:Tj:ﬂ;?ﬁrea USP Plate Count | USP Tailing Amount Units

1 ASSAY STD | ENALAPRIL MALEATE |1 11446401280 1678 1.2 1070.00000 | %m/m

2 ASSAY STD [ ENALAPRIL MALEATE |1 214.4)6403447 1678 1.2 1 1070.00600 | %m/m

3 ASSAY STD | ENALAPRIL MALEATE | 1 3|4.416412389 1677 1.2 [ 1070.00000 | %m/m

4 ASSAY STD | ENALAPRIL MALEATE | 1 414.4 6410966 1676 1.2 11070.00000 | %m/m

5 ASSAY STD | ENALAPRIL MALEATE |1 5|4.4|6411097 1674 1.2 [ 1070.060000 | %m/m

6 MID STD ENALAPRIL MALEATE {1 1]4.4)|6416835 1579 1.3 [ 1071.50273 | %m/m

7 MID STD ENALAPRIL MALEATE |1 2|4.4)6411707 1577 1.3 1 1070.64635 | %m/m

8 MID STD ENALAPRIL MALEATE | 45 1144 |6411175 1573 1.3 [1070.55760 | %m/m

9 MID STD ENALAPRIL MALEATE | 45 214.416420204 1575 1.3 1072.06528 | %m/m

10 POST STD ENALAPRIL MALEATE | 45 1]4.4]6413809 1672 1.3 1070.99737 | %m/m

11 POST STD ENALAPRIL MALEATE | 45 214.4(6413935 1572 1.3[1071.01844 | %m/m

Mean 6411531 1621 1.3 1070.62

Std. Dev. 5349.27
% RSD 0.08
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Report Method Name : Summary All ADVANCED sign off
116 March 2012

: GPU Validation\TOR_2012
:ENALAPRIL ELZAN A6_B10 15MAR12

Current Date

Projectname
Sample Set Name

Request No CN/A

Sample Set Id 116313
Result Set Id 217027
Instrument_Operator : MAZA-MAZA

Sample Set Start Date : 15 March 2012 01:05:53 PM SAST
Result Set Date 1 16 March 2012 08:35:52 AMSAST

System Name MMO5_UV
Processing Method: ENALAPRIL ASSAY

Column_temp_C :50
Filow_Rate_ml_min:2.0

Injection Volume  : 50.00 ul

Run Time :10.00 Minutes
Pressure_psi 11589
Wavelength_nm :215
Mobile_Phase 1 AS PER PAM

Column_Number : #521 PLATINUMCS8 EPS

Summary All No Stats Table

Name: ENALAPRIL MALEATE
SampleName Name Vial | Inj | RT Area USP Plate Count | USP Talling Amount Units
1 RECOVRY STD | ENALAPRIL MALEATE | 2 11446521387 1663 1.2 1 1088.96111 | %m/m
2 RECOVRY STD | ENALAPRIL MALEATE | 2 21446517335 1658 1.2 | 1088.28449 | %m/m
Mean 6519361 1660 1.2 1088.62
Std. Dev. 2865.23
% RSD 0.04
Report Method Name : Summary All ADVANCED sign off System Name MMO5_UV

16 March 2012

- GPU Validatiom\TOR_2012
: ENALAPRIL ELZAN A6_B10 15MAR12

Current Date

Projectname
Sample SetName

Request No T N/A

Sample Set Id $16313
Result Set Id 117027
Instrument_Operator | MAZA-MAZA

Sample Set Start Date : 15 March 2012 01:05:53 PM SAST
Result Set Date - 16 March 2012 08:35:52 AM SAST

Processing Method: ENALAPRIL ASSAY

Column_temp_C :50
Flow Rate_ml min:2.0

Injection Volume :50.00 ul

Run Time 0 10.00 Minutes
Pressure_psi 11589
Wawelength_nm 215
Mobile_Phase 1 AS PER PAM

Column_Number : #521 PLATINUMCS EPS

Summary All No Stats Table

Name: ENALAPRIL MALEATE

SampieName Name Viai F_?; Area USP Plate Count | USP Tailing Amaunt Units

1 ASSAY STD | ENALAPRIL MALEATE | 1 1]4.4 6401280 1678 1.2 | 1070.00000 | %m/m

2 ASSAY STD | ENALAPRIL MALEATE |1 2| 4.4 16403447 1678 1.2 1 1070.00000 | %mim

3 ASSAY STD | ENALAPRIL MALEATE [ 1 314416412389 1677 1.2 [ 1070.00000 | %m/m

4 ASSAY STD | ENALAPRIL MALEATE | 1 414416410966 1676 1.2 [ 1070.00000 | %m/m

5 ASSAY STD | ENALAPRIL MALEATE |1 51446411097 1674 1.2 1 1070.00000 | %m/m

Mean 6407836 1677 1.2 1070.00

Std. Dev. 508417
% RSD 0.08
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Appendix B HPLC results

Report Method Name Summary All No Stats Mean

Project Name : GPU Validation\TOR_2012
UserName  :Zandile Mantantana (Zandi) Current Date 116 March 2012
Software : Empower 2 Software Build 2154 System Name tMMOS_UV
Sample Set Name ENALAPRIL ELZAN A6 B10 15MAR12 Sample Set Id 116313
Sample Set Start Date : 15 March 2012 01:05:53 PMSAST
Result Set Date : 16 March 2012 08:35:52 AM SAST
Result Set Id 117027
Summary All No Stats Table
SampleName: A 6:1
SampleName Name Vial | Inj | RT \TFég SampleWeight | Dilutien { Amount | Units
1 A_B1 ENALAPRIL MALEATE | 3 114217068794 150.81006 | 1.00000 | 18.92437 | %m/m
2 A_6:1 ENALAPRIL MALEATE | 3 2142117074130 150.61000 | 1.00000 | 18.93029 | %m/m
Mean 17071462 18.92733
Summary All No Stats Table
SampleName: A 6:2
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_6:2 ENALAPRIL MALEATE { 4 114.2118955381 150.95000 | 1.00000 | 20.96871 | %m/m
2 A_6:2 ENALAPRIL MALEATE | 4 2|4.2] 18953582 150.95000 | 1.00000 | 20.96672 | %m/m
Mean 18954481 20.86772
Summary All No Stats Table
SampleName: A 6:3
SampleName Name Vial { Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_6:3 ENALAPRIL MALEATE | 5 1142117312368 149.81000 | 1.00000 | 19.29692 [ %m/m
2 A_6:3 ENALAPRIL MALEATE | 5 2142117336647 149.81000 | 1.00000 § 19.32399 | %m/m
Mean 17324508 19.31045
Summary All No Stats Table
SampleName: A 6:4
SampleName Name Vial [ inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_6:4 ENALAPRIL MALEATE | 6 214.2117200254 150.56000 | 1.00000 | 19.07645 | %m/m
2 A_6:4 ENALAPRIL MALEATE { 6 114.2117225035 150.56000 | 1.00000 | 19.10394 | %m/m
Mean 17212644 19.09020
Summary All No Stats Table
SampleName: A 6:5
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_6:5 ENALAPRIL MALEATE | 7 114.2117307710 151.56000 | 1.00000 | 19.06898 | %m/m
2 A_6:5 ENALAPRIL MALEATE | 7 214217297742 151.56000 | 1.00000 | 19.05799 | %m/m
Mean 17302726 19.06349
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Summary All No Stats Table

SampleName: A 6:6
—
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_E6 ENALAPRIL MALEATE | 8 114.2)17206006 149.37000 | 1.00000 | 19.23486 | %mim
2 A_66 ENALAPRIL MALEATE { 8 2142117208863 149.37000 } 1.00000 | 19.23783 | %m/m
Mean 17207334 19.23635
Summary All No Stats Table
SampleName: A 6:7
SampleName Name Vial | inj | RT Area SampleWeight | Ditution | Amount | Units
1 A_B7 ENALAPRIL MALEATE | 8 1142115707217 150.02000 | 1.00000 | 17.48326 | %m/m
2 A _8:7 ENALAPRIL MALEATE | 8 2142115716556 160.02000 | 1.00000 | 17.49366 | %m/m
Mean 15711886 17.48848

121



Appendix B HPLC results

Experiment 6
Report Method Name Summary All No Stats Mean

ProjectName : GPU ValidatiorATOR_2012
UserName  :Zandile Mantantana (Zandi) Current Date : 14 March 2012
Software : Empower 2 Software Build 2154 System Name :MVO7
Sample Set Name :ENALAPRIL A11_A14 11MAR 2012 Sample Setld ;10793
Sample Set Start Date : 12 March 2012 12:55:46 PMSAST
Result Set Date : 14 March 2012 11:14:49 AMSAST
Result Setld 112929
Summary All No Stats Table
SampleName: A _11:1
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_11:1 EMALAPRIL MALEATE | 75 1143110327775 1.4 | 10.54695 | %mim 150.50000
2 A_11:1 ENALAPRIL MALEATE | 75 214.3]10320175 1.4 |10.53919 | %m/m 150.50000
Mean 10323975 1.4 110.54307
Summary All tats Table
SampleName: A 11:2
SampleName Name Vial | Inj | RT Area USP Tailing { Amount | Units | SampleWeight
1 A_11:2 ENALAPRIL MALEATE | 76 1]4.3]|10159541 1.4 | 10.41251 | %mim 149.96000
2 A_11:2 ENALAPRIL MALEATE | 76 2|4.3]|10185574 1.4 | 10.41869 { %mim 149.96000
Mean 10162558 1.4 | 10.41560
mmary All No Stats Table
SampleName: A 11:3
SamplaName Name Vial | Inj | RT Area USP Tailing | Amount | Units | Sampla¥Weight
T |A_11:3 ENALAPRIL MALEATE | 77 1|4.3 10064736 1.4 [ 10.28038 | %m/m 150.47000
2 |A_11:3 ENALAPRIL MALEATE | 77 214.3| 10055203 1.4 1 10.27084 | %m/m 150.47000
Mean 10059970 1.4 | 10.275561
Summary All No Stats Tab!
§_a_mﬂeNarr e:A 114
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_114 EMALAPRIL MALEATE | 78 114.3]9825792 1.3 1 10.04032 | %mim 150.41000
2 A_11:4 ENALAPRIL MALEATE | 78 2|4.3]|9828756 1.3 [ 10.04335 | %m/m 150.41000
Mean 9827274 1.3 |10.04183
Summary All N ats Tabla
SampleName: A 11:5
SampleName Name Vial jInj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_11:5 ENALAPRIL MALEATE | 79 114.3|10017790 1.4 | 10.27545 | %m/m 149.84000
2 A_115 ENALAPRIL MALEATE | 79 24310021645 1.4 110.27940 | %mim 149.84000
Mean 10018718 1.4 110.27742
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Summary All No Stats Table

SampleName: A 11:6
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SamplaWaight
1 A_1186 ENALAPRIL MALEATE | 80 11439758778 1.3 | 9.96955 | %mnim 150.46000
2 A_1186 ENALAPRIL MALEATE | 80 2|4.3}9762299 1.39.97212 | %mim 150.46000
Mean 9761039 1.3 | 9.97084
Summary All No Stats Table
SampleName: A 11:7
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_117 ENALAPRIL MALEATE { 81 114.3|9040613 1.3 8.21349 { %m/m 150.81000
2 A_T1:T ENALAPRIL MALEATE | 81 2| 4.3]9040875 1.3 |9.21376 | %m/m 150.81000
Mean 9040744 1.3 9.21363
Experiment 7
Summary All ts Table
SampleName: A_13:1
SampleNama Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeaight
1 A_13:1 ENALAPRIL MALEATE | 89 114.5 274515 0.9 0.28012 | %em/m 150.62000
2 A_131 ENALAPRIL MALEATE | 89 2| 45| 274586 0.9 | 0.2801% | %m/m 150.62000
Mean 274551 0.9 0.28015
Summary All No Table
SampleName: A 13:2
SampleNama Name Vial | inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_13:2 ENALAPRIL MALEATE | 80 114.5] 162484 0.9 0.16511 | %m/m 181.25000
2 A_13:2 ENALAPRIL MALEATE | 80 2145164010 0.9 | 0.16666 | %em/m 151.25000
Mean 163247 0.8]0.16588
Summary All No Stats Table
SampleName:A 13:3
SampleName Name vial [Inj| RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_13:3 ENALAFRIL MALEATE | 91 1|4.5|199738 0.9 | 0.20350 | %m/m 150.85000
2 A_13:3 ENALAPRIL MALEATE | 91 21451199778 0.9 | 0.20354 | %m/m 150.85000
Mean 199758 0.9 0.20352
Summary All No Stats Table
SampleName: A _13:4
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_13:4 ENALAPRIL MALEATE | 92 1145201540 0.9 0.20473 | %m/m 151.30000
2 |A_134 ENALAPRIL MALEATE | 92 2| 457201658 0.9 | 0.20485 | %mim 151.30000
Mean 201599 0.9 | 0.20479
Summary All No Stats Table
SampleName: A 13:
SampleName Name vial [ Inj| RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_13:5 ENALAPRIL MALEATE | 83 1145147917 0.9 | 0.15068 | %m/m 150.88000
2 |A_135 ENALAPRIL MALEATE |93 2|45]148345 0.9 0.15111 | %m/m 150.88000
Mean 148131 0.9 0.15089
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Summary All No Stats Table

SampleName: A 136
SampleNams Name Vial | Inj | RT | Area | USP Talling [ Amount | Units | SampleWaight
1 A_13:6 ENALAPRIL MALEATE | 94 1]4.5|145060 0.9 | 0.14835 | %m/m 150.29000
2 A_1386 ENALAPRIL MALEATE | 94 2145146583 0.9 | 0.14990 | %m/m 150.29000
Mean 145822 0.9 |0.14912
Summary All No Stats Table
SampleName: A 137
SampleName Name Vial [ Inj | RT | Area |USP Tailing [ Amount | Units | SampleWaight
1 A_13:7 ENALAPRIL MALEATE | 95 1]14.5|158643 0.9} 0.16195 | %m/m 150.56000
2 A_13:7 ENALAPRIL MALEATE | 95 214.5]159335 0.9 | 0.16265 | Y%om/m 150.56000
Mean 158989 0.910.16230
Experiment 8
Summary All No Stats Table
SampleName: A 14:1
SampleName Name Vial | Inj | RT Araa USP Tailing | Amount | Units | SamplewWeight
1 A_141 ENALAPRIL MALEATE | 96 11]4.2 19660305 1.9 | 19.95027 | %m/m 151 46000
2 A_141 ENALAPRIL MALEATE | 96 2] 4.2 19655565 1.9 | 19.94546 | %m/m 151.46000
Mean 19657935 1.9 | 19.94787
Summary All No Stats Table
SampleName: A_14:2
e —
SampleName Name Vial [ Inj | RT Area USP Tailing | Amount | Units | SampleWsight
1 A_14:2 ENALAPRIL MALEATE | 97 1]4.2]|20247942 1.9 20.75072 | %m/m 149.97000
2 A_14:2 ENALAPRIL MALEATE | 97 2 (4.2 20251444 1.9 1 20.75430 | %m/m 149.97000
Mean 20249693 1.9 20.75251
Summary All No Stats Table
SampleName: A 14:3
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWaight
1 A_14:3 ENALAPRIL MALEATE | 98 1|4.2|19592070 1.9 |19.91127 { %m/m 151.23000
2 |A_14:3 ENALAPRIL MALEATE | 98 2|4.2]19574944 1.9 | 19.89386 | %m/m 151.23000
Mean 19583607 1.9 16.90257
Summary All No Stats Table
SampleName: A 14:4
SampleMame Name Vial | inj | RT Area USP Tailing | Amount | Units | SampleWeaight
1 A_14:4 ENALAPRIL MALEATE | 99 1] 4.2 | 19496064 1.9 | 19.79668 | %m/m 151.36000
2 A_14:4 ENALAPRIL MALEATE | 99 214.2]|19481617 1.9 19.78201 | %m/m 151.36000
Mean 19488840 1.9 19.78935
Summary All No Stats Table
SampleName: A _14:5
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWaight
1 A_14:5 ENALAPRIL MALEATE [ 100 | 1|42 19900824 1.9 | 20.23576 | %m/m 151.15000
2 A_14:5 ENALAPRIL MALEATE | 100 | 2 | 4.2 | 19892565 1.9 | 20.22736 | %m/m 151.15000
Mean 19886695 1.9 | 20.23156
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Summary All No Stats Table

SampleName: A 14:6

SampleName Name Vial | In] | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_146 ENALAPRIL MALEATE | 101 114.2]1 19416947 1.9 | 19.95497 | %m/m 149.55000
2 A_14:6 ENALAPRIL MALEATE | 101 2|4.2| 19385453 1.9 |19.92260 | %m/m 149.55000
Mean 19401200 1.9 | 19.93879
mmary All No Table
SampleName: A 14:7
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_14:7 ENALAPRIL MALEATE | 102 114.2] 19869374 1.9 | 20.30723 | %m/m 150.38000
2 A_14:7 ENALAPRIL MALEATE | 102 | 2| 4.2 | 19859457 1.9 | 20.29709 | %m/m 150.38000
Mean 19864416 1.9 2030216
Experiment 9
Summary Al No Stats-Table
SampleName: A 811 -
SampieName Name Vial | Inj | RT CE) SampleWeight | Dilution | Amount | Units
1 A_B:1 ENALAPRIL MALEATE | 17 1145195151 150.01000 | 1.00000 [ 0.21723 | %m/m
2 A_8:1 ENALAPRIL MALEATE {17 214.51194804 150.01000 | 1.00000 | 0.21684 | %m/m
Mean 184977 0.21704
Summary All No Stats Table
SampleName: A 8:2
SampleName Name Vial | Inj | RT | Area | SampleWeight | Dilution | Amount | Units
1 A_8:2 ENALAPRIL MALEATE | 18 1145202309 149.88000 | 1.00000 | 0.22540 | %m/m
2 A_8:2 ENALAPRIL MALEATE | 18 2145202173 149.88000 | 1.00000 | 0.22524 | %m/m
Mean 202241 0.22532
Summary All No Stats Table
SampleName: A 8:3
SampleName Name Vial [Inj | RT | Area | SampleWeight | Dilution | Amount | Units
1 A_8:3 ENALAPRIL MALEATE } 19 114.5] 184417 150.30000 | 1.00000 | 0.20489 | %m/m
2 A_8:3 ENALAPRIL MALEATE | 19 2145]184380 150.30000 | 1.00000 | 0.20485 | %m/m
Mean 184398 0.20487
Summary All No Stats Table
SampleName: A 84
SampleName Name Vial | Inj | RT Area | SampleWeight | Dilution | Amount | Units
1 A_8:4 ENALAPRIL MALEATE | 20 11451172847 150.24000 | 1.00000 | 0.19211 | %m/m
2 A_84 ENALAPRIL MALEATE | 20 2145(172884 150.24000 | 1.00000 | 0.19215 | %m/m
Mean 172866 0.19213
Summary All No Stats Table
SampleName: A 8:5
SampleName Name Vial | Inj } RT | Area | SampleWeight | Dilution | Amount | Units
1 A_B:5 ENALAPRIL MALEATE | 21 114.51173706 150.25000 | 1.00000 | 0.18305 | %m/m
2 A_8:5 ENALAPRIL MALEATE | 21 2145173422 150.25000 | 1.00000 | 0.19274 | %m/m
Mean 173564 0.19289
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Summary All No Stats Table

SampleName: A 86

SampleName Name Vial | Inj f RT | Area | SampleWeight | Dilution { Amount | Units

1 A_B6 ENALAPRIL MALEATE | 22 1]14.5] 198870 150.15000 | 1.00000 | 0.22116 | %m/m

2 A_8:6 ENALAPRIL MALEATE | 22 21451198271 150.15000 | 1.00000 | 0.22050 | %m/m
Mean 188570 0.22083

Summary All No Stats Table
SampleName:; A 87

SampleName Name Vial |inj | RT | Area | SampleWeight | Dilution | Amount | Units

1 A_87 ENALAPRIL MALEATE | 23 1145]164776 150.44000 | 1.00000 | 0.18280 | %m/m

2 | A 87 ENALAPRIL MALEATE | 23 214.5] 164755 150.44000 | 1.00000 | 0.18287 | %m/m
Mean 164766 0.18288
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Experiment 10
Report Method Name Summary All No Stats Mean

Project Name : GPU Validation\TOR_2012
User Name : Zandile Mantantana (Zandi) Current Date + 13 March 2012
Software : Empower 2 Software Build 2154 System Name :MMO3
Sample SetName : ENALAPRIL ASS ELZAAN 09MAR2012 Sample Setld 19779
Sample Set Start Date : 09 March 2012 06:17:51 PMSAST
Result Set Date : 13 March 2012 02:42:48 PM SAST
Result Set Id : 11606
Summary All No Stats Tabl
SampleName: A 1:1
SampleName Name Vial { inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_11 ENALAPRIL MALEATE | 4 1]4.3]|239607 1.0 | 0.27299 | %om/m 155.20000
2 A1 ENALAPRIL MALEATE | 4 2|4.3 1242279 1.0 | 0.27705 | %m/m 155.20000
Mean 240943 1.0 | 0.27552
Summary All No Table
SampleName: A 1:2
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_1:2 ENALAPRIL MALEATE | & 1)|4.3]|116658 1.0 | 0.13400 | %m/m 154.50000
2 |A_1:2 ENALAPRIL MALEATE | 5 214.3]|116770 1.0 | 0.13413 | %m/m 154.50000
Mean 116714 1.0 | 0.13407
Summary All No Stats Table
SampleName: A 1:3
SampleName Name Vial |Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_1:3 EMALAPRIL MALEATE |6 1]4.3|552083 1.0 | 0.63459 | %mim 154.40000
2 A_1:3 ENALAPRIL MALEATE |6 214.3|552307 1.0 1 0.63484 | %m/m 154.40000
Mean 552200 1.0 | 0.63472
Summary All No Stats Table
SampleName: A 14
SamplaName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_t14 EMALAPRIL MALEATE |7 1|4.3]1108969 1.0 | 0.12477 | %m/im 155.00000
2 |A_1:4 ENALAPRIL MALEATE | 7 214.3}108689 1,0 | 0.12445 | %m/m 155.00000
Mean 108829 1.0 | 0.12461
Summary All No Stats Table
SampleName: A 1:5
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 A_1:5 ENALAPRIL MALEATE | 8 1]4.3]|127104 1.0 | 0.14591 | %m/m 154.60000
2 |A_1:5 ENALAPRIL MALEATE | 8 2|4.3|127037 1.0 | 0.14583 | %m/m 154.60000
Mean 127070 1.0 1 0.14587
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Summary All No Stats Table

SampleName: A 1:6
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 A_16 ENALAPRIL MALEATE | 9 1]4.3 132769 1.0 | 0.15192 | %m/m 155.10000
2 A_18 ENALAPRIL MALEATE | 9 214.3]133153 1.0 | 0.15236 | %mim 155.10000
Mean 132961 1.0]0.15214

Summary All No Stats Table
SampleName: A 1:7

SampleName Name Vial [ Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight

1 A_17 ENALAPRIL MALEATE | 10 114.3)209332 1.0 | 0.24218 | %mim 153.40000

2 A_1:7 ENALAPRIL MALEATE | 10 214.3|209435 1.0 | 0.24230 | %m/m 153.40000
Mean 209383 1.0 | 0.24224

Experiment 11

Summary All No Stats Table
SampleName: A 12:1

SampleName Name Vial | Inj | RT Area USP Tailing { Amount | Units | SampleWeight

1 A_121 ENALAPRIL MALEATE | 82 1|42|20632251 1.9 | 21.04913 | %m/m 150.65000

2 A_12:1 ENALAPRIL MALEATE | 82 2|42 | 20839804 1.9 | 21.05683 | %m/m 150.65000
Mean 20636028 1.9 | 21.05298

ummary All No Stats Table
_SampleName: A 12:2

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWsight

1 A_12:2 ENALAPRIL MALEATE | 83 1]14.2 18853248 1.8 |19.23418 | %em/m 150.65000

2 A_12:2 ENALAPRIL MALEATE | 83 24218842128 1.8 | 19.22283 | %m/m 150.65000
Mean 18847688 1.8 | 19.22851

Summary All No Stats Table
SampleName: A 12:3

SampleName Name Vial | Inj } RT Area USP Tailing | Amount | Units | SampleWeight

1 A_12:3 ENALAFRIL MALEATE | 84 1|4.2§18940472 1.8]19.37332 | %m/m 150.26000

2 |A_12:3 ENALAPRIL MALEATE | 84 214.2(18924792 1.8]19.35728 | %m/m 150.26000
Mean 18932632 1.8 119.36530

Summary All No Stats Table
SampleName: A 12:4

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_12:4 ENALAPRIL MALEATE | 85 2|42 (19559726 1.9 1998146 | %m/im 150.45000

2 A_12:4 ENALAPRIL MALEATE | 85 1(4.2|19578427 1.9 | 20.00058 | %m/m 150.45000
Mean 19569077 1.9 | 19.99101

Summary All No Stats Table

SampleName: A 12:5
SampleName Name Vial | Inj i RT Area USP Tailing | Amount | Units | SampleWeight
1 A_12:5 ENALAPRIL MALEATE | 86 1]4.2}19492723 1.2 | 19.91698 | %mim 150.42000
2 |A_12:5 ENALAPRIL MALEATE | 86 24219483074 1.819.90712 | %m/m 150.42000
Mean 19487598 1.9 (19.91205
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Summary All No Stats Table

SampleName:A 12:6
SampleName Name Vial | Inj | RT Arpa USP Tailing | Amount | Units | SampleWeaight
1 A_12:6 ENALAPRIL MALEATE | 87 2(42}19107330 1.8 19.54268 | %mim 150.27000
2 |A126 ENALAPRIL MALEATE | 87 114219110234 1.9 ] 19.54566 | %m/m 150.27000
Mean 19108782 1.8 | 19.54417

Summary All No Stats Table
SampleName: A 12.7

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_12:7 ENALAPRIL MALEATE | 88 1(4.2]18717930 1.8 | 19.14696 | %m/m 150.25000

2 A_12:7 ENALAPRIL MALEATE | 88 214218697692 1.8 [ 19.12628 | %m/m 150.25000
Mean 18707811 1.8 | 19.13661

Experiment 12

Summary All No Stats Table
SampleName: A 2:1

SampleName Name Vial | Inj | RT Area USP Tailing { Amount | Units { SampleWaight

1 A_21 ENALAPRIL MALEATE | 11 114.0 116354787 2.0 [ 19.35916 | Yam/m 149.93000

2 A_2:1 ENALAPRIL MALEATE | 11 2]14.0 16358891 2.0 | 19.36402 | %m/m 149.93000
Mean 16356839 2.0 [19.36159

Summary All No Stats Table
SampleName: A 2:2

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_2:2 ENALAPRIL MALEATE |12 114.0 | 16326243 2.0 | 19.39866 | %m/m 149.37000

2 |A_2:2 ENALAPRIL MALEATE |12 2| 4.0 | 16323842 2.0 } 19.39497 | %m/m 149.37000
Mean 16325392 2.0 | 19.39682

Summary All No Stats Tabl

SampleName: A 2:3
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_2:3 ENALAPRIL MALEATE [ 13 1]14.0| 16503769 2.0 19.37527 | %m/m 151.17000
2 |A_23 ENALAPRIL MALEATE [ 13 2| 4.0 16503896 2.0 (19.37542 | %m/m 151.17000
Mean 16503832 2.0 | 19.37534

Summary All No Stats Table
SampleName: A 2:4

SampleName Name Vial j Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 A_2:4 ENALAPRIL MALEATE | 14 214017615137 2.1 20.70191 | %m/m 151.01000

2 A_2:4 ENALAPRIL MALEATE | 14 1]4.0 17618569 2.1 |20.70595 | %m/m 1561.01000
Mean 17616853 2.1 |20.70383

Summary All No Stats Table
SampleName: A 2:5

SampleName Name vial [ Inj[RT| Area | USP Taiting | Amount | Units | Sampieweight
1 |A25 ENALAPRIL MALEATE |16 | 1] 4.0 | 16985970 2.0 |20.11837 | %m/m | 149.84000
2 |A25 ENALAPRIL MALEATE | 15 | 2| 4.0 | 16978632 2.0 | 20.10968 | %mim | 149.84000
Mean 16982301 2.0 | 20.11402
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Summary All Tabl
SampleName: A 2:6
SampleName Name Vial | Inj | RT Area USP Talling | Amount | Units | SamplaWsight
1 A 26 ENALAPRIL MALEATE | 16 1(4.0] 16781477 2.0119.86159 | %m/m 149.95000
2 A_2:6 ENALAPRIL MALEATE | 16 2]4.0|16787534 2.0 | 19.86875 | %emim 148.25000
Mean 16784506 20]19.86517
Summary All No Table
SampleName: A 2:7
SampleName Name Vial | Inj| RT Area USP Tailing | Amount | Units | SampleWeight
1 A_2:7 ENALAPRIL MALEATE | 17 1|4.0 | 15879300 2.0 | 18.67179 | %m/m 150.93000
2 A 2.7 ENALAPRIL MALEATE | 17 2]14.0| 15872697 2.0 | 18.66403 | %mim 1560.93000
Mean 15875998 2.0 (18.66791
Experiment 13
Summary All No $ able
SampleNamei A 7:1) f
SampleName Name Vial {In] | RT W SampleWeight | Dilation | Amount | Units
1 A 71 ENALAPRIL MALEATE | 10 1141127774748 151.56000 | 1.00000 | 30.60116 | %m/m
2 A_T:1 ENALAPRIL MALEATE | 10 214127832020 151.56000 | 1.00000 | 30.66426 | %mim
Mean 27803384 30.63271
Summary All No Stats Table
SampleName: A 7:2
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_T7:2 ENALAPRIL MALEATE | 11 114.1]24550020 149.21000 | 1.00000 | 27.47428 | %m/m
2 A_T7:2 ENALAPRIL MALEATE | 11 214.1] 24558544 149.21000 | 1.00000 | 27.48382 | %m/m
Mean 24554282 27.47905
Summary All No Stats Table
SampleName: A 7:3
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_T7:3 ENALAPRIL MALEATE | 12 1414.1]34821391 150.16000 | 1.00000 | 38.72258 | %m/m
2 A_T:3 ENALAPRIL MALEATE | 12 214.1 34815700 150.16G00 | 1.00000 | 38.71625 | %m/m
Mean 34818545 38.71941
Summary All No Stats Table
SampleName: A 7:4
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_T:4 ENALAPRIL MALEATE | 13 114.1126542856 150.08000 | 1.00000 | 29.53230 | %m/m
2 A_T7:4 ENALAPRIL MALEATE | 13 2141126548791 150.08000 | 1.00000 | 29.53830 | %m/m
Mean 26545823 29.53560
Summary All No Stats Table
SampleName: A 7:5
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Units
1 A_T5 ENALAPRIL MALEATE | 14 114.2|20862177 151.13000 | 1.00000 | 23.05055 | %m/m
2 A_T:5 ENALAPRIL MALEATE | 14 2142120873169 151.13000 | 1.00000 | 23.06270 | %m/m
Mean 20867673 23.06662
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Summary All No Stats Table

SampleName: A 7:6
SampleName Name Vial | Inj | RT Area SampleWeight | Dilution | Amount | Unils
1 A_T6 ENALAPRIL MALEATE | 15 114.3]9457840 151.46000 | 1.00000 [ 10.42717 | %em/m
2 A_T76 ENALAPRIL MALEATE | 15 214.3]9461578 151.48000 | 1.00000 | 10.43129 | %em/m
Mean 9459709 10.42923
Summary All No Stats Table
SampleName: A 77
SampleName Name Vial | Inj { RT Area SampleWeight | Dilution | Amount Units
1 A_T:7 ENALAPRIL MALEATE | 16 1138} 71720272 152.07000 | 1.00000 | 78,75367 | %m/m
2 A_TT ENALAPRIL MALEATE | 16 23871754421 152.07000 | 1.00000 | 78.79116 | %m/m
Mean 71737346 78.77242
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Experiment 14

Report Method Name Summary All No Stats Mean

Project Name : GPU Validatiom\TOR_2012
UserName  :Zandile Mantantana (Zandi} Current Date : 14 March 2012
Software : Empower 2 Software Build 2154 System Name tMVO3
Sample SetName ‘ENALAPRIL B5 _A10_1 10MAR2012 Sample Set ld £ 10612
Sample Set Start Date : 12 March 2012 01:35:33 AMSAST
Result Set Date :
ResultSet Id
Summary All No Stats Table
SampleName: A 10:1
SamplaName Name Vial | Inj [ RT Area USP Tailing | Amount | Units | SampleWeight
1 |A_10:1 ENALAPRIL MALEATE | 68 2| 4.0 | 27055892 2.5|31.58710 | %m/m 151.71000
2 A_101 ENALAPRIL MALEATE | 68 1]4.0| 27057072 2.5 31.58836 | %m/m 151.71000
Maan 27056532 25|31.58773
Summary All No Stats Table
SampleName: A 10:2
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_10:2 ENALAPRIL MALEATE | 6% 1]4.0| 24945568 2.4 | 29.06194 ] %m/m 152.03000
2 A_10:2 ENALAPRIL MALEATE | 62 214.0] 24952150 2.4 | 29.06961 { %m/m 152.03000
Mean 24948859 2.4 | 29.06577
mmary All No Table
SampleName: A 10:3
SampleMName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A _10:3 ENALAPRIL MALEATE | 70 214.0| 28326808 2.6 |33.07292 | %m/m 151.70000
2 A_10:3 ENALAPRIL MALEATE | 70 114.0) 28321254 2.6 | 33.06644 | %m/m 151.70000
Mean 28324030 26 |33.06968
Summary All No Stats Table
SampieName: A 104
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_10:4 ENALAPRIL MALEATE | 71 24.0] 28426631 26 | 33.26183 | %mim 151.37000
2 A_10:4 ENALAPRIL MALEATE | 71 1|4.0] 28416260 2.6 | 33.24969 | %m/m 151.37000
Mean 28421446 28| 33255786
Summary All No Stats Tabl
SampleName: A 10:5
SampleName Name Vial | Inj ¥ RT Area USP Tailing | Amount | Units | SampleWeight
1 A_10:5 ENALAPRIL MALEATE | 72 2|4.0} 26806816 2.531.35406 | %mim 151.43000
2 A_10:5 ENALAPRIL MALEATE | 72 114.0]26611509 2.5 |31.35955 | %mim 151.43000
Mean 26809163 2.5 | 31.35681
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Summary All No Stats Table

SampleName: A 10:6
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_10:6 ENALAPRIL MALEATE | 73 2]4.1| 28406280 2.6 | 33.52594 | %m/m 150.07000
2 A_10:6 ENALAPRIL MALEATE | 73 1|4.0] 28406351 2.6 | 33.52603 | %m/im 150.07000
Mean 28406315 26 }33.52598
Summary All No Stats Table
SampleName: A 10:7
SampleMName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 A_10:7 ENALAPRIL MALEATE | 74 1]3.7 | 69812635 458212135 | %m/m 150.87000
2 |A_10:7 ENALAPRIL MALEATE | 74 2| 3.7 | 69860691 4.5 (82.17788 | %m/m 150.57000
Mean 69836663 4,5 (8214962
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Batch 3

Experiments 1-12, 14 done with Batch 2 experiments 1-4, 6-8, 10-12 and 14

Experiment 1

Summary All No Stats Table

SampleName: B 4:1
arl botiileal - MG S
SampleName Name Vial [Inj | RT | Area |USP Tailing { Amount | Units | SampleWeight
1 B_4:1 ENALAPRIL MALEATE | 56 1]14.3| 126189 1.0 ] 0.14704 | Y%om/m 152.00000
2 B_4:1 ENALAPRIL MALEATE [ 56 214.3]| 125893 1.0 | 0.14670 | %erm/m 152.00000
Mean 126041 1.0 | 0.14687
Summary All No Stats Table
SampleName: B 4:2
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_4:2 ENALAPRIL MALEATE | 57 1]4.3)104112 1.0 | 0.12172 | %m/m 151.50000
2 B_4:2 ENALAFRIL MALEATE | 57 2]4.3]103938 1.0} 0.12151 | %m/m 151.50000
Mean 104025 1.0 0.12161
Summary All No Stats Table
SampleName: B 4:3
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_4:3 ENALAPRIL MALEATE | 58 1]4.3] 166731 1.0]0.19518 | %mim 151.30000
2 B_4:3 ENALAPRIL MALEATE | 58 21431168772 1.0 0.19523 | %m/m 151.30000
Mean 166751 1.0 | 0.19520
Summary All No Stats Table
SampleName: B 44
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWelight
1 B_4:4 ENALAPRIL MALEATE | 59 114.3 343593 1.0 0.40517 | %m/m 150.20000
2 B_4:4 ENALAPRIL MALEATE | 59 2| 4.3 344053 1.0 0.40571 | %m/m 150.20000
Mean 343823 1.0 ] 0.40544
Summary All No Stats Table
SampleName: B 45
SampleName Name Vial [ Inj | RT | Area |USP Tailing | Amount | Units | SampleWaight
1 B_4:5 ENALAPRIL MALEATE | 60 1| 4.3]180434 1.0 | 0.21291 | %m/m 150.10000
2 B_4:5 ENALAPRIL MALEATE | 60 2143181028 1.0 | 0.21361 | %em/m 150.10000
Mean 180731 1.0 10.21326
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Summary All No Stats Table

SampleName:B 4.6
SampleName Name Vial [ Inj | RT | Area | USP Tailing | Amount | Units Sample.Waighl
1 B_4:6 ENALAPRIL MALEATE | 61 114.3|183800 1.0 | 0.19283 | %m/m 150.70000
2 B_4:8 EMALAPRIL MALEATE | 81 2|4.3|163849 1.0 | 0.19257 | %mim 150.70000
Mean 163874 1.0 | 0.19260
Summary All No Stats Table
SampleName: B 4:7
==
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_4:7 ENALAPRIL MALEATE | 62 2143271017 1.0 | 0.31359 | %m/m 150.20000
2 B_4:7 ENALAPRIL MALEATE | 62 114.3]271592 1.0 0.32026 | %m/m 150.20000
Mean 271304 1.0 0.31992
Experiment 2
Summary All No Stats Table
SampleName: B 9:1
SampleName Name Vial | Inj| RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_9:1 ENALAPRIL MALEATE | 53 1144171440 0.9 ] 0.20253 | %m/m 149.93000
2 B_91 ENALAPRIL MALEATE | 53 2441171430 1.0 | 0.20252 | %mim 149.93000
Mean 171435 1.0 | 0.20252
Summary All No Stats Table
SampleName: B 9:2
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWsight
1 B_9:2 ENALAFRIL MALEATE | 54 1| 4.4)174082 0.9 | 0.20456 | %m/m 150.74000
2 B_9:2 ENALAPRIL MALEATE | 54 21441174240 0.3 |0.20473 | %m/m 150.74000
Mean 174166 0.9 | 0.20464
SummaryAllNo § Table
SampleName: B 9:3
SampleName Name Vial [Inj| RT | Area | USP Tailing | Amount [ Units | SampleWeight
1 B 93 ENALAFRIL MALEATE | 55 1|4.4 173739 0.9 | 0.20530 § %em/m 149.89000
2 B_9:3 EMNALAPRIL MALEATE | 65 2| 4.4|173404 0.9 | 0.20490 | %m/m 149.88000
Mean 173571 0.9 |0.20510
Summary All No Stats Table
SampleName: B 9:4
SampleName Name Vial |Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_9:4 EMALAPRIL MALEATE | 56 1144172080 0.9 | 0.20467 | %m/m 14890000
2 B_9:4 ENALAPRIL MALEATE | 58 2144172216 0.9 | 0.20485 | %m/m 148.90000
Mean 172138 0.9 | 0.20476
Summary All No Stats Table
SampleName:B 9:5
SamplaName Name Vial | In] [ RT} Area | USP Tailing | Amount | Units | SampleWeight
1 B_9:5 ENALAPRIL MALEATE | 57 1| 4.4 175112 0.8 | 0.20792 | %mim 148.17000
2 B8 95 ENALAPRIL MALEATE | 57 2144174828 0.9 | 0.20758 | %m/m 14817000
Mesan 174970 0.9 020775
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Summary All No Stats Table

SampleName: B_9:6
S
SampleName Name Vial [Inj | RT | Area |USP Tailing [ Amount | Units | SampleWeight
1 B_9:6 ENALAPRIL MALEATE | 58 1144178323 0.9 0.21052 | %m/m 150.03000
2 B_9:6 ENALAPRIL MALEATE | 58 214.4]178680 0.9 021094 | %m/m 150.03000
Mean 178502 0.9| 021073
Summary All No Stats Table
'Q;a__m____QName:B 9:7
SampleName Name Vial [Inj { RT | Area |USP Tailing | Amcunt | Units | SampleWeight
1 B_9:7 ENALAPRIL MALEATE | 59 1]|4.4]|181760 0.9 | 0.21286 | %mim 151.24000
2 B_9:7 ENALAPRIL MALEATE | 59 2144181073 0.9 0.21205 | %m/m 151.24000
Mean 181417 09021246
Experiment 3
Summary All No Stats Table
SampleName: B 511
SamplaNama Name Vial [ Inj | RT | Area |USP Tailing | Amount [ Units | SampleWeight
1 B_5:1 ENALAPRIL MALEATE | 25 1]4.3[139150 1.0 | 0.16412 | %m/m 150.17000
2 B_51 ENALAPRIL MALEATE | 25 2]4.3]140074 1.0 | 0.16521 | %m/m 150.17000
Mean 139612 1.0 | 0.16466
Summary All No Stats Table
SampleName: B 5:2
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_5:2 ENALAPRIL MALEATE | 26 1143266234 1.0 | 0.31493 | %mim 14973000
2 B_5:2 ENALAPRIL MALEATE | 26 2| 4.3|266326 1.0 1 0.31504 | %m/m 149.73000
Mean 266280 1.0 | 0.31499
Summary All No Stats Table
SampleName: B 5:3
SampleName Name Vial | Inj | RT | Area |WUSP Tailing | Amount | Units } SampleWeight
1 B_5:3 ENALAPRIL MALEATE | 27 1143111298 1.0 10.13126 | %amim 150.18000
2 B_6:3 ENALAPRIL MALEATE ; 27 2143110443 1.0 | 0.13025 | %m/m 150.18000
Mean 110870 1.0 | 0.13076
Summary All No Stats Table
SampleName: B 5:4
- . o B
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWaight
1 B_5:4 ENALAFPRIL MALEATE | 28 11431179180 1.0 | 0.21214 | %m/m 149.61000
2 B_5:4 ENALAPRIL MALEATE | 28 2143180481 1.0 | 0.21364 | %em/m 14961000
Mean 179825 1.0| 0.21288
Summary All No Stats Table
SampleName: B 5:5
SampleName Name VF Inj | RT | Area |USP Tailing | Amount [ Units | SampleWeight
1 B_55 ENALAPRIL MALEATE | 29 11431143318 1.0 | 0.16987 | %m/m 149.43000
2 B_55 ENALAPRIL MALEATE | 29 2| 4.3]142557 1.0 | 0.16897 Y %m/m 149.43000
Mean 142938 1.0 0.16942
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Summary All No Stats Table

SampleName: B
SampleMame Name Vial | Inj [ RT | Area |WUSP Tailing | Amount | Units | SampleWeight
1 B_5:6 ENALAPRIL MALEATE | 30 1(4.3]100970 1.0 | 0.11812 | %m/m 150.13000
2 B_56 ENALAPRIL MALEATE | 30 2|43 |102008 1.0 0.12034 | %m/m 150.13000
Mean 101488 1.0 | 0.11973
Summary All No Stats Table
mpleName: B _5:7
SampleName Name Vial | Inj [ RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_5:7 ENALAPRIL MALEATE | 31 1(4.3]180854 1.0 021212 | %m/m 151.01000
2 B_5:7 ENALAPRIL MALEATE | 31 2| 4.3 179437 1.0 0.21046 | %m/m 151.01000
Mean 180145 1.0 021129
Experiment 4
Summary All No Stats Table
SampleName: B 3:1
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_3:1 ENALAPRIL MALEATE | 49 114.1] 8366585 1.6 | 2.86923 | %m/m 150.15000
2 B_3:1 ENALAPRIL MALEATE | 49 2|4.1]8365519 1.6 | 8.86798 | %m/m 150.15000
Mean 83660562 1.6 | 9.86860
Summary All No s Tabl
SampleName:B 3:2
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_3:2 ENALAPRIL MALEATE | 50 1| 4.1 | 8660109 1.6 | 10.15864 | %m/m 150.99000
2 B_3:2 ENALAPRIL MALEATE | 50 2|4.1)8652615 1.6 | 10.14985 | %m/m 150.99000
Mean 8656362 1.6 | 10.15425
Summary All No Stats Table
SampleName: B 3:3
SampieName Name Vial | Inj | RT Area USP Tailing t Amount | Units | SampleWeight
1 B_3:3 ENALAPRIL MALEATE | 51 114.1] 8320687 1.5 | 9.79765 | %m/m 150.58000
2 B_3:3 ENALAPRIL MALEATE | 51 2|4.1]8320715 1.5 | 9.78710 | %m/m 150.58000
Mean 8325201 1.5 | 9.79237
Summary All No Stats Table
SampleName: B 3:4
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_3:4 ENALAPRIL MALEATE | 52 1141 | 8865232 1.6 | 10.41443 | %m/m 150.77000
2 B_34 ENALAPRIL MALEATE | 52 214.1 (8868108 1.6 | 10.41781 | %m/m 150.77000
Mean 8866670 1.8 [ 10.41812
Summary All No Stats Table
SampleName: B 35
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_3:5 ENALAPRIL MALEATE | 53 1(4.1]| 8669747 1.6 | 10.29472 | %m/m 14816000
2 B_3:5 EMNALAPRIL MALEATE | 53 214.1|8677024 1.6 | 10.30336 | %m/m 14816000
Mean 8673385 1.6 | 10.29904
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Summary All No Stats Table
SampleName: B 36

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 B_3:6 ENALAPRIL MALEATE | 54 114.1] 84604286 1.6 | 9.89924 | %m/m 149.86000

2 B_3:6 ENALAPRIL MALEATE | 54 2|4.1] 84682746 1.8 | 10.00198 | %m/m 149.86000
Mean 8461586 1.6 | 10.00061

Summary All No Stats Table
§gmngame: B 37

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 B_a:7 ENALAPRIL MALEATE | 55 1]4.1 | 84421314 1.6 | 9.91608 | %mim 150.79000

2 B_3:7 EMNALAPRIL MALEATE | 55 21418443531 1.6 1991773 | %m/m 150.79000
Mean 8442831 1.6 | 9.91690

Experiment 5

Summary All stats [anl
SamgleNama:B 6:1

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWsight

1 B_6:1 ENALAPRIL MALEATE | 32 2]|4.1|168681585 2.0 | 19.72440 | %m/m 151.41000

2 B_B:1 ENALAPRIL MALEATE | 32 114.1| 16880974 2.0 119.72371 | %mim 151.41000
Mean 16861269 2.0 | 19.72406

Summary All No Stats Tab!
SampleName: B 6:2

SampleName Name Vial | inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 B_6:2 ENALAPRIL MALEATE | 33 2|4.1| 16682769 2.0 [ 19,53202 | %m/m 151.28000

2 |B_6:2 ENALAPRIL MALEATE | 33 1]4.1) 16684413 2.0 | 19.53394 | %m/m 151.28000
Mean 16683591 2.0 |19.53298

ummary All No Stats Table
SampleName: B 6:3

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SamplaWeight

1 B_6:3 ENALAPRIL MALEATE | 34 1]4.1| 16056825 2.0 | 18.86401 | %m/m 150.76000

2 |B_6:3 ENALAPRIL MALEATE | 34 2| 4.1 16069293 2.0 | 18.87866 | %m/m 150.76000
Mean 16063059 2.0|18.87134

Summary All No Stats Table
SampleName: B 6:4

SampleName Name VialTl'j—l RT Area USP Tailing | Amount | Units | SampleWeight

1 B_6:4 ENALAPRIL MALEATE | 35 1]141]16341784 2.0]19.14673 | %m/m 151.17000

2 |B_64 ENALAPRIL MALEATE | 35 2[4.1]16330281 2,0 19.13324 | %mim 151.17000
Mean 16336037 2.0 [ 19.13998

Summary All No § Table
SampleName: B 6:5

SampleName Name Vial jInj | RT Area USP Tailing [ Amount | Units | SampleWeight

1 B_&:5 ENALAPRIL MALEATE | 38 1|41 16836576 2.0 | 19.78665 | %m/m 150.71000

2 |B_65 ENALAPRIL MALEATE | 36 214116841159 2.0 | 19.79203 | %m/m 150.71000
Mean 16838867 2.0 | 19.78934
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Summary All No Stats Table

SampleName: B 6:6
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B _6:6 ENALAPRIL MALEATE | 37 114.1 16082793 2011885351 | %mim 150.90000
2 B_6:6 ENALAPRIL MALEATE | 37 2141 |16051951 2.0 | 18.84079 | %m/m 150.90000
Mean 16057372 2.0]18.84715
Summary All tats Table
§gmglgName:B 67
SampleNama Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWsight
1 B_6:7 ENALAPRIL MALEATE | 38 1|4.1]|16588570 2.0119.39319 ] %m/m 151.32000
2 B_8§:7 ENALAPRIL MALEATE | 38 2|41 | 16567541 2.0]19,39198 | %m/m 151.32000
Mean 16568056 2.0 119.39259
Experiment 6
Summary All No Stats Table
SampleName: B 11:1
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_11:1 ENALAPRIL MALEATE | 77 1]14.2|8056711 1.5 | 9.52464 | %m/m 149,82000
2 B_11:1 ENALAPRIL MALEATE | 77 2|4.2|8061280 1.5 [9.53004 | %m/m 149.82000
Mean 8058996 1.5 |9.52734
Summary All No Stats Table
SampleName: B 11:2
SampleName Name Vial | Inmj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_11:2 ENALAPRIL MALEATE | 78 114.2]8369181 1.6 | 9.89867 | %m/m 149.75000
2 B_11:2 ENALAPRIL MALEATE | 78 21428363900 1.6 | 9.89242 | %m/m 149.75000
Mean 8366541 1.6 | 9.88554
Summary All No Stats Table
SampleName: B _11:3
SampleName Name Vial | In] | RT Area USP Tailing | Ameount | Units | SampleWsight
1 B_11:3 ENALAPRIL MALEATE | 79 1]4.1}8643091 1.6 | 10.24384 | %m/m 145.44000
2 B 11:3 ENALAPRIL MALEATE | 79 2| 4.1|8644622 1.8 | 10.24565 | %mim 149.44000
Mean 8643856 1.6 | 10.24475
Summary All No Stats Table
SampleName:B 11:4
SampleName Name Vial [ Inj | RT | Ara USP Tailing | Amount | Units | SampleWeight
1 B_11:4 ENALAPRIL MALEATE | 80 1141 ]|9158017 1.6 | 10.79059 | %m/m 150.32000
2 B_11:4 ENALAPRIL MALEATE | 80 2| 4.1]|9154000 1.6 | 10.78586 | %m/m 150.32000
Mean 9156009 1.6 | 10.78822
Summary All No Stats Table
SampleName: B 11:5
SampleName Name Vial | In] | RT Area USP Tailing { Amount | Units | SampleWeight
1 B_11:5 ENALAPRIL MALEATE | 81 1]4.1]|8764738 1.6 | 10.34372 | %m/m 150.08000
2 B_11:5 ENALAPRIL MALEATE | 81 21418773338 1.6 | 10.35387 | Y%am/m 150.08000
Mean 8769038 1.6 | 10.34879
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Summary All No Stats Table

SampleName: B 11:6
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_11:6 ENALAPRIL MALEATE | 82 114.1]|8617578 1.6 | 10.22592 | %m/m 149.26000
2 B_11:6 EMNALAPRIL MALEATE | B2 21418619954 1.6 | 10.22878 | %m/m 145.26000
Mean BE18786 1.6 | 10.227356
Summary All No Stats Table
SampleName:B 117
— ——
SampleMame Name Vial | Inj | RT Area USP Tailing | Amount | Unils | SampleWeight
1 B_11:7 EMALAPRIL MALEATE | 83 11418817950 1.6 11024145 | %mim 149.04000
2 B_11:7 ENALAPRIL MALEATE | 83 214.1 18618041 1.6 | 10.24156 | %mim 149.04000
Mean 8617995 1.6 ]10.24151
Experiment 7
Summary All No Stats Table
SampleName: B 13:1
SampleName Name Vial | Inj| RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_13:1 ENALAPRIL MALEATE | 91 1]14.3]| 116153 1.0 0.13798 | %m/m 149.10000
2 8_13:1 ENALAPRIL MALEATE | 91 21431115632 1.0 | 013736 | %m/m 149.10000
Mean 115892 1.0 D.13767
Summary All No Stats Table
SampleName: B 13:2
SamplaName Name vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_13:2 ENALAPRIL MALEATE | 92 1|4.3] 156557 1.0 0.18539 | %m/m 149.57000
2 B_13:2 ENALAPRIL MALEATE | 92 2|43| 156634 1.0 | 0.18548 | %m/m 149.57000
Mean 156595 1.0 | 0.18544
Summary All No Stats Table
SampleName: B 13:3
SampleName Name vial | Inj | RT | Area |[USP Tailing | Amount | Units | SampleWeight
1 B_13:3 ENALAPRIL MALEATE | 93 1)143]|165268 1.0 | 9.19385 | %m/m 151.00000
2 B_13:3 ENALAPRIL MALEATE | 93 214.3|165415 1.0 | 0.18403 | %m/m 151.00000
Mean 165342 1.0 | 0.18394
Summary All No Stats Table
SampleName:B 134
—_—
SampleNama Name Vial | Inj | RT | Area [ USP Tailing | Amount | Units | SampleWeight
1 8 134 ENALAPRIL MALEATE | 84 143172912 1.0 | 0.20455 [ %m/m 149.72000
2 B_13:4 ENALAPRIL MALEATE | 94 2|43 |)173073 1.0 0.20474 | %m/m 149.72000
Mean 172992 1.0 | 0.20465
Summary All No Stats Table
SamgeNam »: B 13:5
SampleName Name Vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_13:5 ENALAPRIL MALEATE | 95 1143116649 1.0 013757 | %m/m 150.18000
2 B_13:5 ENALAPRIL MALEATE | 35 21431116847 1.0 0.13781 | %m/m 150.18000
Mean 116748 1.0 0.13769
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Summary All No Stats Tabl
SampleName: B 13:6
SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_136 ENALAFPRIL MALEATE | 86 114.3| 189537 1.0 | 0.22550 | %omim 148.87060
2 B_136 ENALAPRIL MALEATE | 96 214.3|189093 1.0 | 0.22497 | %m/m 148.87000
Mean 189315 1.0 | 0.22524
Summary All No Stats Table
SampleName: B 13:7
SampleName Name Vial | Inj } RT | Area |USP Tailing | Amount | Units | SampleWeight
1 B_13:7 ENALAPRIL MALEATE | 97 1]14.3]119827 1.0 | 0.14065 | %m/m 150.90000
2 B_13:7 ENALAFRIL MALEATE | 97 243119343 1.0 ] 0.14008 | %m/m 150.94000
Mean 113585 1.0 | 0.14036
Experiment 8
Summary All No Stats Table
SampleName:B 14:1
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_14:1 ENALAPRIL MALEATE | 98 1] 4.1]|17302082 2.0 | 20.39052 | %mim 150.29000
2 B_14:1 ENALAPRIL MALEATE | 98 2| 41]17295495 2.0 | 20.38278 | %m/m 150.29000
Mean 17298778 2.0 |20.38665
Summary All No Stats Table
SampleName: B 14:2
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_14:2 ENALAPRIL MALEATE | 99 114.1|17317286 2.0 | 20.34485 | %m/m 150.76000
2 B_14:2 ENALAPRIL MALEATE | 89 214117316344 2.0 12034373 | %mim 150.76000
Mean 17316820 2.0 | 20.34429
Summary All No Stats Table
SampleName:B 1433
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_14:3 ENALAFPRIL MALEATE | 100 114.1)17252538 2.020.31188 | %mim 150.44000
2 B_14:3 ENALAFRIL MALEATE | 100 214117256161 2.0 |20.31815 | %mim 150.44000
Mean 17254349 2.0 2031402
Summary All No Stats Table
SampleName: B 14:4
SampleName Name Vial | Inj | RT Area USP Taiting | Amount | Units | SampleWeight
1 B_14:4 ENALAPRIL MALEATE | 101 | 2]4.1 16199234 2.0 |19.10609 | %mim 150.17000
2 B_14:4 EMNALAPRIL MALEATE | 101 114.1|16198577 2.0 ]19.10531 | %mim 150.17000
Mean 16198808 2.0 119.10570
Summary All No Stats Table
SampleName: B 14:5
SampleName Name Vial { Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_14:5 ENALAPRIL MALEATE | 102 141117072319 2.0 | 20.10104 | %mim 150.43000
2 B_14:5 ENALAPRIL MALEATE | 102 2141 ]|17062354 2.0 20.08931 | %m/m 150.43000
Mean 17067337 2.0120.08518
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Summary All No Stats Table
Sam _g_leName: B 14:6

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 B_14:6 ENALAPRIL MALEATE [ 103 [ 1|4.1 | 16819389 2.0 19.72587 | %m/m 151.02000

2 B_14:6 ENALAPRIL MALEATE | 103 | 2 |4.1]|16810315 2.0 19.71523 | %m/m 151.02000
Mean 16814852 2.0 19.72055

Summary All No Stats Table
Sam Eleime: B 147

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight

1 B_14:7 ENALAPRIL MALEATE | 104 | 1 |4.1 17318330 2.0|20.41648 | %m/m 150.24000

2 | B_14:7 ENALAPRIL MALEATE | 104 | 2 |4.1| 17304567 2.0 | 20.40026 | %m/m 150.24000
Mean 17311448 2.0 | 20.40837

Experiment 9

Summary All No Stats Table
SampleName: B _8:1

SampleName Name Vial | Inj | RT | Area [USP Tailing | Amount | Units | SampleWeight

1 B_#8:1 ENALAPRIL MALEATE | 46 1]4.4|173547 0.9 | 0.20488 | %m/m 160.03000

2 B_8:1 EMNALAPRIL MALEATE | 48 2|44 (173803 0.9 | 0.205618 | %m/m 150.03000
Mean 173675 0.9 |0.20503

Summary All No Stats Table
SampleName: B 82

SampleName Name Vial Flnj | RT | Area | USP Tailing | Amount | Units | SampleWeight

1 B_8:2 ENALAFRIL MALEATE | 47 1144164204 0.9 | 0.19430 | %m/m 149.68000

2 B_8:2 ENALAFRIL MALEATE | 47 2|44 |165389 0.8]0.19571 | %emim 149.68000
Mean 164796 0.9 | 0.19500

Summary All No Stats Table
SampleName:B 8

SampleName Name Vial |Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight

1 B_8:3 ENALAPRIL MALEATE | 48 1144 |189274 0.9 | 0.19980 | %m/m 150.06000

2 B_8:3 ENALAPRIL MALEATE | 48 2|44 | 187809 0.910.19807 | %em/m 150.06000
Mean 168542 0.9]0.19893

Summary All No Stats Table
SampleName: B B:4

SampleName MName vial | Inj | RT | Area |USP Tailing | Amount | Units | SampleWeight

1 B_8:4 EMALAPRIL MALEATE | 49 1|d4.4|236140 0.9 { 0.28085 | %m/m 148.92000

2 |B_%4 ENALAPRIL MALEATE | 49 2144235451 0.9 | 0.28003 | %m/m 148.92000
Mean 235785 0.9 | 0.28044

Summary All No Stats Table
SampleName: B 8:5

SampleName Name Viat | Inj | RT | Area | USP Tailing | Amount | Units | SamplaWeight

1 B_8:5 EMALAPRIL MALEATE | 50 1144176184 0.9 |0.20708 | %m/m 150.69000

2 B_8:5 ENALAPRIL MALEATE | 50 2447175832 0.9 | 0.20667 | %m/m 150.69000
Mean 176008 0.9 | 0.20688
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Summary All No Stats Table
SampleName:B_8:6
SampleName Name Vial | 1nj ] RT [ Area |USP Talling | Ameunt [ Units | SampleWeight
1 B_8.6 ENALAPRIL MALEATE | 51 1144156221 0.9]0.18438 | %mim 150.07000
2 B_8:6 ENALAPRIL MALEATE | 51 214.4|156365 0.9 0.18455 | %mim 150.07000
Mean 156293 0.9 | 0.18448
Summary All No Stats Table
SampleNamo: B §:7
SamplaName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_B:7 ENALAPRIL MALEATE | 52 144159901 0.9 | 0.18843 | %mim 150.30000
2 B_8:7 ENALAPRIL MALEATE | 52 2144 | 1599865 0.9 | 0.18853 | %m/m 150.30000
Mean 159943 0.9 0.18848
Experiment 10
Summary All No Stats Table
SampleName: B _1:1
SampleName Name Vial |[Inj| RT} Area | USP Tailing | Amount | Units | SampleWeight
1 B 11 ENALAFRIL MALEATE | 18 1]14.3] 116475 1.0 | 0.13708 | %m/m 150.80000
2 |B_1:1 ENALAPRIL. MALEATE | 18 2| 43| 118154 1.0 | 0.13870 | %m/m 150.80000
Mean 116315 1.0 | 0.13689
Summary All No Stats Table
SampleName:B 1:2
SampleName Name Vial | Inj} RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_1:2 EMNALAPRIL MALEATE | 19 1143147339 1.0 | 0.17340 | %m/m 150.80000
2 B 12 ENALAPRIL MALEATE | 19 214.3|147208 1.0 ) 0.17325 | %m/m 150.80000
Mean 147274 1.0 | 0.17332
Summary Al No Stats Table
SampleName: B 1:3
SampleName Name Vial [ Inj | RT | Area [ USP Tailing | Amount | Units | SampleWeight
1 B_1:3 ENALAPRIL MALEATE | 20 1]14.3| 156079 1.0 | 0.18332 | %m/m 151.10000
2 B_1:3 ENALAPRIL MALEATE | 20 214.3] 156110 1.0 ] 0.18336 | %m/m 151.10000
Mean 1566094 1.0 | 0.18334
Summary All No Stats Table
SampleName: B 1:4
SampleName Name Vial | Inj| RT | Area |USP Talling | Amount | Units | SampleWsight
1 B _1:4 ENALAPRIL MALEATE | 21 1|4.3|128735 1.0 | 0.15140 | %m/m 150.90000
2 B 14 ENALAPRIL MALEATE | 21 2| 43| 128656 1.0 | 0.15131 | %m/m 150.90000
Mean 128696 1.0 0.15138
Summary All No Stats Table
Samg!gName:B 1:5
SampleName Name Vial [ Inj { RT | Area | USP Tailing | Amount | Units | SampleWaight
1 B_1:5 ENALAPRIL MALEATE | 22 1143114562 1.0 | 0.13429 | %m/m 151.40000
2 B_1:5 ENALAFPRIL MALEATE | 22 2143114412 1.0 0.13411 | %m/m 151.40000
Mean 114487 1.0]0.13420

143



Appendix B HPLC results

Summary All No Stats Table

%MLhName: B 1:6

SampleName Name Vial | Inj | RT | Area | USP Tailing | Amount | Units | SampleWeight
1 B_1:6 ENALAPRIL MALEATE | 23 1]4.371117981 1.0 | 0.13894 | %m/m 150.70000
2 B _1:6 ENALAPRIL MALEATE | 23 2143117796 1.0 0.13872 | %m/m 150.70000
Mean 117889 1.0 | 0.13883
Summary All No Stats Table
SampleName:B 137
SampleName Name \ﬁ? Area | USP Tailing | Amount | Units | SampleWsight
1 B_1:7 ENALAPRIL MALEATE | 24 1[4.3 270573 1.0 | 0.31949 | %m/m 150.30000
2 B_1:7 ENALAPRIL MALEATE | 24 214.3]270234 1.0 | 0.31909 | %m/m 150.30000
Mean 270404 1.0 | 0.31929
Experiment 11
Summary All No Stats Table
SampleMame: B 12:1
SampleName Name Vial | In] | RT Area USP Tailing | Amount | Unils | SampleWeight
1 B_12:1 ENALAPRIL MALEATE | 84 2401181099399 2.1]21.41535 | %m/m 149.78000
2 B_121 ENALAPRIL MALEATE | 84 1]4.0]18116831 2.1121.42224 | %m/m 145.78000
Mean 18112915 21| 21.41878
Summary All No Stats Tab
SampleName: B 12:2
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_12:2 ENALAFPRIL MALEATE | B5 1| 4.0 | 15986647 2.0 | 15.84281 | %omim 150.27000
2 B_12:2 ENALAPRIL MALEATE | 85 214.0 15982936 2.0 18.83843 | %omim 150.27000
Mean 15984792 2.0 | 18.84062
Summary All No Stats Table
SampleName: B 123
SampleName Name Vial { Inj | RT Area USP Taifing | Amount | Units | SampleWeight
3 B_12:3 ENALAPRIL MALEATE | 86 214016341796 2.0 |19.03592 | %m/m 152.05000
2 B_12:3 ENALAPRIL MALEATE | 86 114.0}16341844 2.0 119.03598 | %mim 152.05000
Mean 16341820 2.0 |119.03595
Summary All No Stats Table
SampleName: B 12:4
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_12:4 ENALAPRIL MALEATE | 87 1]4.0| 17650811 2.1 120.68043 | %mim 151.17000
2 B_12:4 ENALAPRIL MALEATE | 87 2| 4.0 17654144 2.1120.68433 | %mim 151.17000
Mean 17652477 2.1 (20.68238
Summary All No Stats Table
SampleName: B 12:5
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 |B_12:5 ENALAPRIL MALEATE | 88 t]4.0[ 16662931 2.0 | 19.55533 | %m/m 150.92000
2 B_12.5 ENALAPRIL MALEATE | 88 24016662932 2.0 | 19.55533 | %mim 150.92000
Mean 16662932 2.0 | 19.55533
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Summary All No Stats Table
am Name:B 126

SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_12:6 ENALAPRIL MALEATE | 89 1]14.016434798 2.0 19.25315 | %m/m 151.19000
2 B_12:6 EMNALAPRIL MALEATE | 89 2140|16433198 2.0119.25128 | %mim 151.19000
Mean 16433998 2.0 | 19.25221
Summary All No Stats Table
SampleName: B 12:7
SampleName Name Vial | Inj § RT Area USP Tailing | Amount | Units | SampleWeight
1 B_12:7 ENALAPRIL MALEATE | 90 1]4.1]15518821 2.0 | 18.20900 | %mim 150.95000
4 B_12:7 ENALAPRIL MALEATE | 90 2|4.1]15514223 2.0 | 18.20381 | %m/m 150.95000
Mean 15516522 2.0 | 18.20630
Experiment 12
sSumm All No Stats Table
SampleName: B 2:1
SampleName Name Vial | Inj | RT Arsa USP Tailing | Amount | Units | SampleWeight
1 B_2:1 ENALAPRIL MALEATE | 28 1[4.0| 16696631 2.0 | 19.54566 | %m/m 151.30000
2 B_2:1 ENALAPRIL MALEATE | 28 214.0]| 16686799 2.0 | 19.53415 | %m/m 151.30000
Mean 16691715 2.0 | 19.53991
ummary All No Stats Table
SampleName: B 2:2
SampleMame Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_2:2 ENALAPRIL MALEATE { 29 1]4.0] 16162964 2.0 | 18.98367 | %m/m 150.80000
2 B_2:2 ENALAPRIL MALEATE | 29 214016154144 2.0 | 18.97331 | %m/m 150.80000
Mean 16158564 2.0 | 18.97849
Summary All No Stats Table
SampleName: B 2:3
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWsight
1 B_2:3 ENALAPRIL MALEATE | 30 1}14.0|16038210 2.0 |18.81219 | %mim 151.00000
2 B_2:3 ENALAPRIL MALEATE | 30 214016044064 2.0 | 18.81906 | %m/m 151.00000
Mean 16041137 2.0]18.81563
Summary All No Stats Table
SampleName: B 2:4
SampleName Name Vial | Inj { RT Area USP Tailing | Amount | Units | SampleWeight
1 B _2:4 ENALAPRIL MALEATE | 31 214.0| 16613821 2.0 ]19.43599 | %m/m 151.40000
2 B_2:4 ENALAPRIL MALEATE | 31 1]4.0 ] 16613882 2.0 119.43595 | %m/m 151.40000
Mean 16613901 2.0 | 19.43597
Summary All No Stats Table
SampleName: B 2.5
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B_2:5 ENALAPRIL MALEATE | 32 14016631417 2.0 | 19.48220 | %m/m 151.20000
2 B_2:5 EMALAPRIL MALEATE | 32 214.0]16630282 2.0 | 19.48087 | %m/m 151.20000
Mean 16630849 2.0 | 19.48153
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Summary All No Stats Table

SampleName:B 2:6

SampleName Name Vial } Inj | RT Area USP Tailing | Amount ; Units | SampleWeight
1 B_2:6 ENALAPRIL MALEATE | 33 1|4.0| 16909853 2.0(19.84774 | %m/m 150.90000
2 B_2:6 ENALAPRIL MALEATE | 33 2| 4.0 16898391 2.0 119.83429 | %m/m 150.90000
Mean 16904122 2.0 | 19.84101
Summary All No Stats Table
SampleName: B 2:7
SampleName Name Vial | Inj | RT Area USP Tailing | Amount Units | SampleWeight
1 B_2:7 ENALAPRIL MALEATE | 34 114.0| 16256302 2.0119.01773 | %m/m 151.40000
2 B_2:7 EMALAPRIL MALEATE | 34 2]4.0| 16244748 2.0 | 19.00411 | %m/m 151.40000
Mean 16250569 2.0 | 19.01092
Experiment 13
" -S-amglaName: B 74 A
SampleNams Namae Viat | In]{ RT Area USP Tailing | Amounl | Unils | SampleWaight
1 B 71 ENALAPRIL MALEATE | 39 2140217874683 2.2 [ 2570033 | %m/m 150.22000
2 B_7T:1 ENALAPRIL MALEATE | 39 1]4.0}21802958 2,2 | 25, 70681 | %mim 150.22000
Mean 21800208 2.2 | 25.70357
Summary All No Stats Table
SampleName: B 7:2
SampleNamea Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWeight
1 B _7:2 ENALAPRIL MALEATE | 40 2| 4.0 | 26430466 2.5 | 31.07598 | %m/m 150.64000
2 |B 72 ENALAPRIL MALEATE | 40 1| 4.0 | 26435657 2.4 1 31.08210 | %m/m 150.64000
Mean 26433062 2.4 | 31.07905
Summary All No Stats Tabla
SampleNams: B 7:3
SamplaName Name Vial | Inj { RT Area USP Tailing | Amount | Units | SampleWalght
1 B_7:3 ENALAPRIL MALEATE | 41 114.,0]24439880 2.4 | 28.89282 | %mim 149.82000
2 B 73 ENALAPRIL MALEATE | 41 2| 4.0} 244268224 2.4 | 28.87903 | %m/m 149.82000
Meaan 24434057 2.4 | 28.88593
Summary All No Stats Table
SampleName: B 7:4
SampleName Name Vial | In] | RT Area USP Tailing | Amount | Units | SampleWeighl
1 B_7:4 ENALAPRIL MALEATE | 42 1]4.1 15199511 1.8 | 17.85918 | %m/m 150.74000
2 |B_74 ENALAPRIL MALEATE } 42 214115207222 1.9 | 17.86824 | %m/m 150.74000
Mean 15203387 +.9]17.86371
Summary All No Stats Tabla
SampleName: B 7.5
SamplaName Name Vial Ir-l']_r;l—T— Arsa USP Talling | Amount | Units | SamplaWaight
1 B_7:5 ENALAPRIL MALEATE | 43 2|41 | 22225278 2.3 | 26.10569 | %mim 150.79000
2 B_T7:5 ENALAPRIL MALEATE | 43 1]4.1]22233988 2.3 | 268.11592 | %mim 150,79000
Mean 22220633 2.3 | 26.11080
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SampleName: B _7:6

SampleName Name Vial | In] | RT Arsa USP Talling | Amount | Units | SampleWeslght
1 B_T7:6 ENALAPRIL MALEATE | 44 2}4.1]15879265 1.9 [ 18.61486 | %mim 15%.08000
2 B 76 ENALAPRIL MALEATE | 44 1]4.1]15868526 1.9 | 18.60207 { %m/m 151.09000
Mean 15873895 1.9 ] 18.60837
Summary All No Stats Table
SampleName: B 7.7
SampleName Nama Vial | Inf | RT Area USP Talling | Amount | Units | SamplaWelght
1 B_7:7 ENALAPRIL. MALEATE | 45 1]3.7 | 10439112 4.4 | 82.61686 | %mim 151.01000
2 B_7:7 ENALAPRIL MALEATE | 45 213.7|70473151 4.4 | B2.685678 | %mim 151.01000
Mean 70458131 4,4 | 82.63682
Experiment 14
Summary All No Stats Table
SampleName:B 10:1
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWasight
1 B_10:1 ENALAPRIL MALEATE | 70 214.0]24312886 2.4 | 2B.70436 | %m/m 150.02000
2 B_10:1 ENALAPRIL MALEATE | 70 1] 4.0 | 243059582 2.4]28.69617 | %m/m 150.02000
Meaan 24309420 2.4 | 28.70027
Summary All No Stats Table
SampleName: B 10:2
SamplaName Name Vial | Inj | RT Area USP Talling | Amount | Units | SampleWeight
1 B_10:2 ENALAPRIL MALEATE | 71 2]|3.491]28076116 2.5]32,92129 | %mfm 151.05000
2 B_10:2 ENALAPRIL MALEATE | 71 1]3.9] 280628086 2.5]32.90568 | %m/m 151.05000
Mean 28069461 2.5 132.901348
Summary All No Stats Table
SampleName: B 103
SampleName Name Vial | In] | RT Araa USP Tailing | Amount | Units | SampleWesight
1 B_10:3 ENALAPRIL MALEATE | 72 113.9| 25855855 2.4 | 30,39837 | %mim 150.650Q0
2 B_10:3 ENALAPRIL MALEATE ] 72 213925865430 2.4 | 30.40963 | %m/m 150.65000
Mean 25860643 2.4 | 30.40400
Summary All No Stats Table
SampleName: B 10:4
SampleName Name Vial ] Inj { RT Area USP Tailing | Amount | Units | SampleWsight
1 B_10:4 ENALAPRIL MALEATE | 73 113.8| 30703486 2.6 | 36.06415 | %mim 150.79000
4 B_10:4 ENALAPRIL MALEATE | 73 2|3.9]30715864 2.6 | 36.07869 | %mim 150.79000
Mean 30709675 2.6 | 36.07142
Summary All No Stats Table
SampleName: B 10:5
SampleName Name Vial | Inj | RT Area USP Tailing | Amount | Units | SampleWelght
1 B_10:5 ENALAPRIL MALEATE | 74 2138 |2n77710 2.5|31.86573 | %m/m 151.06000
2 B_10:5 ENALAPRIL MALEATE | 74 113.9| 27179620 2,6 | 31.86797 | %m/m 151.06000
Maan 27178665 2.5 31.866885
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SampleName: B 10:6 K
SampleName Name Vial | Inj | RT Area USP Taillng | Amount | Units | SamplaWelght
1 B 10:6 ENALAPRIL MALEATE | 75 1]3.9 26241750 2.4 13066277 | %mim 151.58000
2 B_10:8 ENALAPRIL MALEATE | 75 2| 3.9 262447886 2.4 | 30.66632 | %m/m 151.58000
Mean 26243268 2.4 { 30.66454
Summary All No Stats Table
SampleName; B 10:7
SampleName Name Vial | Inj | RT ‘— Area USP Talling | Amount | Unils | SampleVWWeighl
1 B_10:7 ENALAPRIL MALEATE | 76 2]3.6 | 68585120 4.1 | 80.45300 | %m/m 150.95040
2 |B_10:7 ENALAPRIL MALEATE | 76 1] 3.6 | 68502814 4.2 | 80.35645 | %m/m 150.99040
Mearn 68543567 4.2 18040472
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