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Issue No.: P 000 Issue Date : 810 File Version : 0
Template Mame : Dissol Issued By: No. of Printings:
ARNo: Batch No.:
Customer Name : h C Orpo 0 DP¥ protocol No. | 114
Project Name: API recovery Project Mo, : New API from XYZ
Analyte: API 4711
[ Preparation of Standard Solution | [ WS & Test sample Details |
Weight 51 S2 S3 Analyte: AP14T1
7.000 mg 2 F 2 Working Standard No.
S6 S7 S8 S9 Purity: Anhydrous: .76 %
2 13 2 21 [lw'ster Content {LOD ;
Purity for Caleulations : 1%
[ Dissolution Information: | bel Claim:
lecular \Weight of Base: 1]
A, RIGGTEK easyDiss lecular weight of Salt: 3
Dissolution medium: DPX-15 [Multiplication F actor:
RPM: 351pm
Temperature: Fr&e Dipensing: PASS
Time: .0 minutes ¥acuum: PASS
Weight of Diss. Medium: 300,00 g Temp PASS
Aliquot withdrawn in mi : [5.0mL Sampling: PASS
Aliguot replenished in mi : [3.0mL Total: PASS
Media Preparation device: Jil. Mominal filter capacity 114 5000] No. OF Vez: A Method: 0
Serial Number: 0026 Filter troughput: 4812 ominal {q] 2 UL Additive 0
Standard Media: Remaining filter 1 liter
Result of dispense (q): Diszo Media | Dew in %2 - [r— Min. ¥ACUUR Set point: 85 mBar
eszelNo. 6 300g 00 o = [ Mavacuum@] — 63mBal
Yessel No. 5: 800q 00 E " q
Vesselho. 4 301q +01 = - I i
VesselNo.3: 900 0.0 "‘L"‘I‘r
Vessel No. 2: -0.1 d 10°C
VesselNo. t: 0.0
Fel. Std. Dew.| 007 Maz= 01
Min = -01
Dilution of Aliguot ] [ Area ? Absorbance of Aliguots ]
Dilute to [u]] D2 D3 04 D5 Tab No/Time Tabi Tab2 ab 3 ab4 Tab§
3 1 1 1 1 mins 0,000 0,000 000 000 10,000
i3 D8 D3 S0} Ot mins 3.000 3.000 000 000 3.000
1 1 1 1 1 mins 000 4.200 .900 .000 4.000
mins .000 100 800 .000 5.000
mins 000 300 100 000 £.000
Rounding for 7 Disso. 1] Smins 000 100 000 000 7.000
Smin 000 8.000 100 8000 8000
~Di 7
Tab NotTime Tab1 Tab2 Tab3 Tabd Tab5 Tab6 Average SO «# RS0 Min. Mayx.
Omins 0 a 1] 0 0 1] a 0.000 #OIv#0! 0 0
4 mins 183106 18311 183108 183100 133108 183106 133106 3488 .00 183100 183101
7 ming 245159 257366 233055 245158 245159 245159 246176 E001.065 44 233055 257366
10 mins 306134 312297 233387 306134 308134 306134 305177 £000.734 .97 233987 312297
13 367223 385540 373333 367229 367223 367223 371298 7391926 EE] 367229 385540
428264 434368 428264 428264 428264 428264 423281 2491348 .58 428264 434388
e-Signature Date: Time zone: Comments:
Submitted By : Gordon 12407418 # 10:07 WEST.UTC-0100 File submitted
Reviewed By : Ben 1810718 1 03:22 EST.UTC-05:00 Maodifications found in cells D40; GI7 & HI7
Approved By : Herbeit 18407418 #10:30 WESTUTC+0100 File approved, only corrections of data input
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[¥] @ PHA-0000086 28.03.2018 11:15:03 2 Fine Chemical Corp DPX-15 2202999 PASS. PASS. PASS. PASS.
[ @ PHa-0000085 20.02.2018 14:54:48 2 DPX-15 95 37
[] @ PHA-0000078 31.01.2018 11 59 2 DPX-15 FAIL PASS FAIL o 120 37
[] @ pHa-of 3 DPX-15 120 37
der 2
oe 2; 1 5 1
[J @ PHA-0000058 31.10.2017 13:52:00 2 DPX-8 17337756 PASS PASS. 80 200 37
PraO0000s7 31102017 130900 2 oprcts 17337758 pass pass ® 20 »
[] @ PHA-0000056 31.10.2017 12:48:00 3 DPX-8 PASS FAIL 70 210
[] @ PHA-0000055 31.10.2017 12:19:00 1 DPX-8 FAIL 60
[] @ PHA-0000054 30.10.2017 19:31:00 3 DPX-8 PASS. FAIL 34 PASS
[] @ PHA-0000053 23.10.2017 11:53:00 1 DPX-8
[] @ PHA-0000051 19.10.2017 14:25:00 2
[] @ PHA-0000050 19.10.2017 13:54:00 1
[] @ PHA-0000048 19.10.2017 13:42:00 1
7@ paocooooss 15102017 1328:00 1
[] @ PHA-0000043 25.09.2017 11:49:00 2 v
[] @ PHA-0000041 06.09.2017 12:05:00 1 1nymoorgan
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