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62/903,511

Lyophilized Compositions of Phenobarbital Sodium Salt

Transaction History

Date Transaction Description

09-20-2019 | PTO-SB-69-Authorize EPO Access to Search Results

09-20-2019 | Applicants have given acceptable permission for participating foreign

09-20-2019 | Entity Status Set To Undiscounted (Initial Default Setting or Status Change)

09-20-2019 | Initial Exam Team nn

10-09-2019 | Application Dispatched from OIPE

10-09-2019 | Applicant Has Filed a Verified Statement of Small Entity Status in Compliance
with 37 CFR 1.27

10-10-2019 | Application ready for PDX access by participating foreign offices

10-10-2019 | Application Is Now Complete

10-10-2019 | Filing Receipt

10-11-2019 | Email Notification

09-20-2020 | EXPIRED PROVISIONAL
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Fig. 1A

Fig. 1B
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Fig. 1C

Fig. 1D
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Fig. 1E

Fig. 1F
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Fig. 2A
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Fig. 2B
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Fig. 2C
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Fig. 2D
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Fig. 2E
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Fig. 2F
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Fig. 2G
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Fig. 2H
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Fig. 3A
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Fig. 3B
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Fig. 3C
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Fig. 3D
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Fig. 3E
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Fig. 3F
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Fig. 3G
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Fig. 3H
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Fig. 3l
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Fig. 3)
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Fig. 3K
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Fig. 3L
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Fig. 4A
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Fig. 4B
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Fig. 4C
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Fig. 4D
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Fig. 4E
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Fig. 4F
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Fig. 4G
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Fig. 4H

Page 65 Sun Ex. 1003



Fig. 41
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Fig. 4)
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Fig. 4K
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Fig. 4L
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Fig. 1A

Fig. 1B
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Fig. 1C

Fig. 1D
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Fig. 1E

Fig. 1F
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Fig. 2A
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Fig. 2B
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PeakName | RT |Area sn Plate USP

Tailing

Count

1| Phenobarbital | 4.597 | 9769 | 1054.848570 | 7861.1 | 1.1
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Fig. 2C
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Fig. 2D
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Fig. 2E
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Fig. 2F
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Fig. 2G
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Fig. 2H
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Fig. 3A
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Fig. 3B
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PeakName | RT | Area |% Area|Amount| Units |Assay USP. USP
Resolution | Tailing
1|Benzyl Alcohol |3.391| 87091| 10.96| 14.994 img/mL|105.2 23.7 1.7
2 |Blank 1.356 828| 0.10| 0.068 |mg/mL 1.0
3| Phenobarbital |4.537 697184 | 87.71| 57.200 |mg/mL| 96.3 7.2 1.5
4|RRT_1.82 8.319| 9745| 1.23| 0.800|mg/mL 15.0 1.3
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Fig. 3C
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PeakName | RT | Area |% Area|Amount| Units |Assay USP. USP
Resolution | Tailing
1|Benzyl Alcohol |3.392 | 84435| 11.25| 14.537 \mg/mL|102.0| 23.7 1.7
2 |Blank 1.357 798| 0.11| 0.065|mg/mL 1.1
3| Phenobarbital |4.536|627538| 83.64| 51.486 |mg/mL| 86.7 7.2 1.5
4 |RRT_1.82 8.321| 37484 5.00| 3.075|mg/mL 14.6 1.2
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Fig. 3D
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Peak Name RT | Area |% Area . sin | Plate o

Resolution Tailing

Count
1| Benzyl alcohol 3855| 462355 2107 17.1 3001 | 123128 15
2| Pheno_Impurity-A 1829| 2803 0.01 52 03 | 76082 16
3| Phenobarbital 5238 | 17188084 7832 80 10189 112390 14
4| RRT_1.867_Pheno degrdnproudct | 9.781 | 92037 042 165 35 | 131918 12
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Fig. 3E
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PeakName | RT Area | % Area |Amount| Units USP. USP
Resolution | Tailing
1|Benzyl Alcohol |3.391| 3972837| 21.25| 16.272 mg/mL| 13.8 17
2| Phenobarbital |4.537|14515521| 77.64| 56.435|mg/mL| 7.1 15
3|RRT_1.82 8.321| 200110| 1.07| 0.778|mg/mL| 14.6 1.3
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Fig. 3F
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PeakName | RT Area | % Area|Amount| Units USP. USP
Resolution | Tailing
1|Benzyl Alcohol |3.392| 3833550| 21.50| 15.701 |mg/mL| 12.8 1.7
2 |Phenobarbital {4.536|13183528 | 73.94| 51.257 img/mL| 7.1 1.5
3|RRT_1.82 8.321| 762556 4.28| 2.965|mg/mL| 146 1.3
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Fig. 3G
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Fig. 3H
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PeakName | RT | Area |% Area|Amount| Units |Assay Regoslliion Tiﬁ;g
1|Benzyl Alcohol |3.391| 43232| 5.84| 14.886 |mg/mL|104.5 1.7
2|Phenobarbital |4.535|688747 | 93.10(113.015|mg/mL| 952 7.2 15
3|RRT_1.82 8.322| 7837| 1.06| 1.286|mg/mL 145 1.2
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Fig. 3l
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2 |Phenobarbital [4.537|657548| 89.99|107.895 \mg/mL| 90.9| 7.2 15
3|RRT_1.82 8.323| 29742 4.07| 4.880|mg/mL 14.6 1.2
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Fig. 3K
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Fig. 3L
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1|Benzyl Alcohol |3.391| 1984788| 12.10| 16.258 |mg/mL| 12.8 1.7
2| Phenobarbital |4.536|13768702| 83.93|107.064 |mg/mL 7.1 1.5
3|RRT_1.82 8.322| 594916| 3.63| 4.626 | mg/mL| 146 1.2
4|RRT_1.949 8.984 48228 0.29| 0.375|mg/mL 1.8 1.3
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Fig. 4A
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Fig. 4B
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Fig. 4C
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Fig. 4D
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Fig. 4E
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Fig. 4F
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Fig. 4G
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Count
1| Phencbarbital | 4704 880753 | 116796 | mg/mL| 983 193 |401921| 78668 | 12
2 | Sodium 1451|2171 1483 | 9590 10
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Fig. 4H
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PeakName | RT | Area | Amount | Units| Assay Regoslftion sin | Plate Tiili::\g
Count

Phenobarbital | 4.564 | 905459 |  118.985| mg/mL| 1002 207 568682 | 8639.9 11
Sodium/Blank | 1.133| 4686 0616 | mg/mL 3584 | 13162 14
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Fig.
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Fig. 4)
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PeakName | RT | Area | % Area |Amount | Units USP. sn | Plate USP
Resolution Count Tailing

Phenobarbital | 4.713 | 18027682 99.93| 116995 | mg/mL 17.0 10010266 | 7649.3 12
RRT_0.37 1,682 4819 0.03 0.031 | mg/mL 36 4337 2401.3 12
Sodium 1.15% 7967 0.04 0.052 | mg/mL 649.1 1.5 1.1
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Fig. 4K
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PeakName | RT | Area | % Area|Amount |Units . s/n Plate o

Resolution Tailing

Count
1| Blank2 1.366 1069 001 19 1435 | 22472 14
2| PEAU 8.291 4082 002 0,024 | mg/mL 148 2139 | 124638 10
3| Phenobarbital | 4572| 18248178 |  99.76|  108.187 | mg/mL 159 13735022 | 84265 14
4|RRT_0.37 1650 9642 005 0,057 | mg/mL 20 8327 | 16184 11
5| SodiumBlank | 1.139| 28215 015 0.167 | mg/mL 4382 | 13828 14
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Fig. 4L
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usp
0 ) UsP USP
PeakName | RT | Area | % Area|Amount |Units ) sn Plate o
Resolution Tailing
Count
1| Blank2 1.365 5481 003 19 687.2 | 2149.1 1.4
2| PEAU 8.292 5068 003 0.030 | mg/mL 148 2560 | 123206 10
3| Phenobarbital | 4.570 | 18122566 9973|  107.442 | mg/mL 15.1 13208582 | 83304 11
4|RRT_0.37 1,646 9209 005 0.055 | mg/mL 18 7253 1481.0 11
5| Sodium/Blank | 1.135| 28841 0.16 0171 | mg/mL 34405 | 13926 1.4
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[ ] An Address is being provided for the correspondence Information of this application.
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File History Content Report

The following content is missing from the original file history record obtained from the

United States Patent and Trademark Office. No additional information is available.

Document Date -  2019-09-20

Document Title -  Applicant Communication Re: Entity Status Set to Undiscounted
(Initial Default Setting or Status Change)

This page is not part of the official USPTO record. It has been determined that content
identified on this document is missing from the original file history record.
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File History Content Report

The following content is missing from the original file history record obtained from the

United States Patent and Trademark Office. No additional information is available.

Document Date -  2019-10-09

Document Title -  Applicant Communication Re: Verified Statement of Small Entity
Status in Compliance with 37 CFR 1.27

This page is not part of the official USPTO record. It has been determined that content identified
on this document is missing from the original file history record.
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call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).
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