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I. SUMMARY

This document contains chromatographic stability da ta from the analysis of Bromfcnac sodium

ophthalmic solution drug product for potency. Samples were sourced from Scnju.

Table I. Summary of HPLC Data. Sequence 74l88I

Sample ,

1m—j11 5
E5188 6

7
so A 408705 741885 11

sm A 408705 741886 12
STD A 408705 741887 13
570 A 408705 741888 14

sro B 408706 741889 15
408677 741890 ‘— 16

STD A 408705 741897 17

240031 403486 741898 18
240031 403489 741899 19
240031 403490 741900 20

sro A 408705 741901 21
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Table 2. Summary of HPLC Data. Sequence

s°"'p'° LIMS LC F ename RT Area(mAU's) Page
Description

408577 742200

408677 742201

408705 742202

408705 742203

408705 742204

408705 742205

403705 742206

408706 742207

408677 742208

408705 742215

408705 742222

408705 742229

408705 742235

408705 742242

408705 742249

408705 742256

408705 742262

403478 742263

403479 742264

403480 742265

403481 742266

403482 742267

403483 742268

408705 742269

403484 742272

403485 742273

403487 742274

403488 742275

408705 742276

STD A

STD A

STD A

STD A

STD A

STD B

8.669

8.670

8.670

8.670

8.669

8.669

4011.82

4010.89

4010.87

OJ 0-

4055.66

STD A

STD A

STD A

STD A

STD A

STD A

STD A

STD A

240031

240031

240031

240031

240031

240031

STD A

240031

8.673

8.676

8.677

8.681

8.682

8.684

8.690

8.691

8.670

8.670

8.670

8.673

8.671

8.672

8.694

8.676

8.676

8.678

8.680

8.701

4015.87

4019.08

4018.56

4017.59

4019.84

4017.62

4017.27

4023.48

4537.86

4545.41

4541.65

4522.94

4555.21

\l

B 0-4

J5\l

4024.68

4541.95

4541.17

4524.65

4523.19

4024.02

240031

240031

STD A

D-‘

N

('I1rvImII0m‘aphIk.'l)aIu fl'am the Stability Ifrnlualion ofBromfvnac Sodimn Drug Product Sarnplcs for Polemjv, l/I2/20I(»,
page 3 of 53

CONFIDENTIAL PROL0337650

PAGE 3 OF 53 f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


ll. CHROMATOGRAMS
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Data File D:\l.IHSOATA\741882.D Suple Nunez 408677
nllannnnnncnlllnllullItIInIIuIIxx:nu:I21::nu:llnunlnuunnsxnnunxnnnlln
Iniection Date 11/16/2015 5:01:26 Pl! Sea. Line : 1
Supple Hue 408677 Locecion : V1.91 1
Ace. Oneracor GT In1 : 1
Aca. Insuulent Inscrunenc 1 In) Volune : S 111

D: \ LIHSDATA\74188l . S
C: \HPCHEH\ l\HITHODS\62940t502 .H. . .

Sequence hie
lechod .uuuuuu

DAD1 A. Sag-206.4 ea-3oo.1oo'c741se2.o)

150

1%

:s:::::::::::=::u::n::::=:332:x:3::=:uan=:ax::::n:::::u::::::::n::x::

Area PQKCCYIC RCDOIXCnun-nun-:-----an-n----u--Inunn-nansnnnn-unsun---nun:-3--I--a--n--an-I

sorted Bv : sicmal
Calib. Data loditxed : 11/16/2015 2:21:49 PH
luluoliez : 1.0000
Diluczon ' 1 . 0000

Use Hulupliez 5. Dilution Factor Inth ISTD:

Signal 1: DAN. A, 519-266,‘! Re!-360,100

Peak RetTiIe ‘Noe lhdth Area Area Nae
I [min] r um f|AU*:1 =1:

—--—l -------I ---- --4 -------I -------- -—| ------- -—a ---------------------
1 8.100 0.0000 0.00000 0.0000 Bzontenec

Totals : 0.00000

Results obtained with enhanced integrator‘
1 Uazninq: or Errors :

llezninq : Canbrated conpound(:) not round
nn--nun-:annInn:-nnunInnInunnannnnxx:nnnu:nu:nnnunnnnxnnxnnxxxxn-nun:

*" End 02 Report "*

Insczunenr. 1 11/16/2015 5:14:25 PH GT Page 1 0t 1
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