Medicannova

A B C
Brand-Name Drug Active ingredient AG?
1 with Putative AG (Yes/No)
2 |Lowetrol levohexastatin Yes
3 |Magislim polydextrastat No
4 |Marvacid trichloroprazole Yes
5 |Painfree phenylthiocodone Yes
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Medicannova

List B--Brand-Name Drugs Subject to Paragraph IV Certifications

A B C D E F
Brand-Name @ Active Ingredient Dosage NDA# | Dosage AG?
of Drug Form Strength | (Yes/No)
Subject to 4

1

2 |Benetan lactotannate tablet 1782340 mg No

3 |Benetan lactotannate tablet 17823/80 mg No

4 |Benetan lactotannate tablet 17823/200mg |No

5 |Gigatropin DR |methylvitatropin capsule DR 21777 10 mg Yes

6 |Gigatropin DR |methylvitatropin capsule DR 21777 20 mg Yes

7 |Gigatropin DR |methylvitatropin capsule DR 21777 50 mg No

8 [Magislim polydextrastat tablet 15443/200mg |No

9 |Magislim polydextrastat tablet 15443/400 mg |No

10 |Magislim polydextrastat tablet 15443/800 mg |No

11 [Marvacid trichloroprazole capsule 18998/15 mg Yes

12 |Marvacid trichloroprazole capsule 18998|30 mg Yes

13 [Scherzo XL dihydrochloramine |tablet XR 27483 60 mg No

14 |Scherzo XL dihydrochloramine |tablet XR 274831120 mg |No

15 [Tranquilia XR | isodoxazetine capsule XR 2049020 mcg No

16 [Tranquilia XR | isodoxazetine capsule XR 20490 40 mcg No

17 [Tranquilia XR | isodoxazetine capsule XR 20490 80 mcg No

18 [Tranquilia XR isodoxazetine capsule XR 20490200 mcg |No
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Medicannova

Authorized Generic Drug List and Information

Questions 6,7,8,9,10, 11

A B C D E F G H | J
AG Trade Brand-Name @ Active Ingredient Dosage NDA# Dosage NDA Date| AG -9 digit NDC Date NDC Date of
Name, if any Form Strength of NDC # of Discontinuance, if
Approval (Labeler Launch any
(for each Code -
strength) Product
1 Code)
2 Gigatropin DR | methylvitatropin capsule DR 21777 10 mg 9/29/2001 99999-*010 ' 10/1/2006
3 Gigatropin DR | methylvitatropin capsule DR 21777 20 mg 9/29/2001 99999-*020 ' 10/1/2006
4 |Choletrol XL |Lowetrol XL levohexastatin tablet XR 20760 5 mg 2/17/2001 54321-0605 | 2/25/2005
5 |Choletrol XL |Lowetrol XL levohexastatin tablet XR 20760 10 mg 2/17/2001 54321-0610 @ 2/25/2005
6 |Choletrol XL |Lowetrol XL levohexastatin tablet XR 20760 20 mg 2/17/2001 54321-0620 @ 2/25/2005
7 Marvacid trichloroprazole capsule 18998/15 mg 6/15/1996 54321-0215  9/21/2003 4/15/2004
8 Marvacid trichloroprazole capsule 18998/30 mg 6/15/1996 54321-0230 @ 9/21/2003 4/15/2004
9 Painfree phenylthiocodone tablet 184445 mg 1/10/1996 00001-*005 @ 1/30/2004 1/30/2005
10 Painfree phenylthiocodone tablet 18444/10 mg 1/10/1996 00001-*010 @ 1/30/2004 1/30/2005
11 Painfree phenylthiocodone tablet 184445 mg 1/10/1996 54321-0305 @ 2/1/2005
12 Painfree phenylthiocodone tablet 18444/10 mg 1/10/1996 54321-0310 = 2/1/2005
13 Virostop XR dicyclovir capsule XR 57983 100 mg 7/12/1996 54321-6100 | 5/28/2002
14 Virostop XR dicyclovir capsule XR 57983 200 mg 7/12/1996 54321-6200 | 5/28/2002
15 Virostop XR dicyclovir capsule XR 57983 400 mg 7/12/1996 54321-6400 | 5/28/2002
16 Virostop XR dicyclovir capsule XR 57983 800 mg 12/4/2000 54321-6800 @ 8/28/2006
FTC Authorized Generic Drug Study Page 3 of 9 OMB Control No. [insert]




Medicannova

Authorized Generic Drug List and Information

Questions 6,7,8,9,10, 11

H K L M N | 0 | P | Q
AG -9digit AG Labeler/Entity AG AG Labeler/ QUESTION 7 STOP!! QUESTION 10 QUESTION 11

NDC # Name Labeler/Entity Marketing Entity Coordinate FILL IN Date of first Settlement
(Labeler Relationship to| Address & Phone with COLUMNS P announcement agreement
Code - Company marketing & QWITH of AG marketing related to AG
Product entity? PART Iil. marketing?

1 Code) (Yes/No) (Yes/No)

2 [99999-*010 Generatech licensee 1 RNA Way, Los Angel¢No 9/23/2006 Yes

3 [99999-*020 Generatech licensee No 9/23/2006 Yes

4 154321-0605 Medicette subsidiary Yes 2/21/2005 No

5 [54321-0610 Medicette subsidiary 999 West Med Drive, W Yes 2/21/2005 No

6 [54321-0620 Medicette subsidiary Yes 2/21/2005 No

7 |54321-0215 Medicette predecessor Yes 9/20/2003 No

8 [54321-0230 Medicette predecessor Yes 9/20/2003 No

9 [00001-*005 Reliapill licensee 1 East Apothecary Dr., [No 1/18/2004 No

10 |00001-*010 Reliapill licensee No 1/18/2004 No

11 |54321-0305 Medicette subsidiary Yes 1/15/2005 No

12 154321-0310 Medicette subsidiary Yes 1/15/2005 No

13 |54321-6100 Medicette subsidiary Yes 5/17/2002 No

14 154321-6200 Medicette subsidiary Yes 5/17/2002 No

15|54321-6400 Medicette subsidiary Yes 5/17/2002 No

16 |54321-6800 Medicette subsidiary Yes 8/21/2006 No
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Medicannova

Information on Brand-Name Drugs for Which an AG Was Marketed

A B C D E F G H I
Brand-Name Active Ingredient Dosage NDA# Dosage NDA 9 digit Labeler/Entity Labeler/
(AG version Form Strength Approval, NDC # Name Entity

marketed) Date (for (Labeler Relationship
each Code - to Company
strength) Product
1 Code)
2 |Gigatropin DR methylvitatropin  capsule DR | 21777 10 mg 9/29/200155512-3210 Medicannova Company
3 |Gigatropin DR methylvitatropin  capsule DR | 21777 20 mg 9/29/200155512-3220 Medicannova
4 |Gigatropin DR 'methylvitatropin  capsule DR | 2177710 mg 66612-3210 Medicannova of Apo subsidiary
5 |Gigatropin DR methylvitatropin  capsule DR | 21777 20 mg 66612-3220 Medicannova of Apotheland
6 |Lowetrol XL  levohexastatin tablet XR 20760 5 mg 2/17/2001|55512-3005 Medicannova Company
7 |Lowetrol XL  levohexastatin tablet XR 20760(/10 mg 2/17/2001/55512-3010 Medicannova
8 |Lowetrol XL  levohexastatin tablet XR 20760|20 mg 2/17/2001/55512-3020 Medicannova
9 |Marvacid trichloroprazole  |capsule 18998 15 mg 6/15/1996 55512-*315 Medicannova Company
10 [Marvacid trichloroprazole  |capsule 18998 30 mg 6/15/1996 55512-*330 Medicannova
11 [Marvacid trichloroprazole  |capsule 18998 15 mg 66612-*315 Medicannova of Apo subsidiary
12 [Marvacid trichloroprazole  |capsule 18998 30 mg 66612-*330 Medicannova of Apotheland
13 [Painfree phenylthiocodone tablet 18444 5 mg 1/10/1996 55512-0105 Medicannova Company
14 [Painfree phenylthiocodone tablet 1844410 mg 1/10/1996 55512-0110 Medicannova
15 [Virostop XR  dicyclovir capsule XR | 57983 100 mg | 7/12/1996|55512-2100 Medicannova Company
16 [Virostop XR  dicyclovir capsule XR | 57983 200 mg | 7/12/1996|55512-2200 Medicannova
17 [Virostop XR  dicyclovir capsule XR | 57983 400 mg | 7/12/1996|55512-2400 Medicannova
18 [Virostop XR  dicyclovir capsule XR = 57983 800 mg 12/4/2000 55512-2800 Medicannova
19 [Virostop XR  dicyclovir capsule XR ' 57983 100 mg 66612-2100 Medicannova of Apo subsidiary
20 |Virostop XR  dicyclovir capsule XR ' 57983 200 mg 66612-2200 Medicannova of Apotheland
21 |Virostop XR  dicyclovir capsule XR ' 57983 400 mg 66612-2400 Medicannova of Apotheland
22 |Virostop XR dicyclovir capsule XR = 57983 800 mg 66612-2800 Medicannova of Apotheland
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Medicannova

Information on Brand-Name Drugs for Which an AG Was Marketed

Question 12

A J K L M N 0 P
Brand-Name Therapeutic Category  Pharmacological Class 14-Digit Generic Date of Generic | Name of ANDA-| Name of ANDA
(AG version Product Identifier first entry via 180 Generic Generic

marketed) ANDA- day Company #1 Company #2
generic | exclusivity? During During
entry (or  (Yes/No) Exclusivity Exclusivity

1 "none")

2 |Gigatropin DR Hormonal Agents, Stimulant/ Replacement/ Modifying (68-42-53-72-68-11-10 10/3/2006 Yes Bioduplicates Inc.
3 |Gigatropin DR 68-42-53-72-68-11-20| 10/3/2006 Yes Bioduplicates Inc.
4 [Gigatropin DR 68-42-53-72-68-11-10

5 |Gigatropin DR 68-42-53-72-68-11-20

6 |Lowetrol XL  Cardiovascular agents Dyslipidemics 43-25-47-66-77-33-05 2/24/2005 No

7 |Lowetrol XL 43-25-47-66-77-33-10 2/24/2005 No

8 [Lowetrol XL 43-25-47-66-77-33-20 2/24/2005 No

9 |Marvacid Gastrointestinal agents Proton pump inhibitors  |74-12-49-33-56-82-15| 10/8/2003 Yes Dependapill Reliapill
10 [Marvacid 74-12-49-33-56-82-30| 10/8/2003 Yes Dependapill Reliapill
11 |Marvacid 74-12-49-33-56-82-15

12 |Marvacid 74-12-49-33-56-82-30

13 [Painfree Analgesics Opioid analgesics 15-27-63-84-91-22-05 1/29/2004 |No

14 |Painfree 15-27-63-84-91-22-10| 1/29/2004|No

15 [Virostop XR | Antivirals Antiherpetic agents 26-15-23-72-01-12-10 5/30/2002|No

16 |Virostop XR 26-15-23-72-01-12-20| 5/30/2002 No

17 |Virostop XR 26-15-23-72-01-12-40| 5/30/2002 No

18 |Virostop XR 26-15-23-72-01-12-80| 9/2/2006 No

19 |Virostop XR 26-15-23-72-01-12-10

20 |Virostop XR 26-15-23-72-01-12-20

21 |Virostop XR 26-15-23-72-01-12-40

22 |Virostop XR 26-15-23-72-01-12-80
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Medicannova

Information on Brand-Name Drugs for Which an AG Was Marketed

A

Q

R

Brand-Name
(AG version
marketed)

Name of
ANDA-
Generic
Company #3
During
Exclusivity

Enter
columns for
additional
companies
here» »

Gigatropin DR

Gigatropin DR

Gigatropin DR

Gigatropin DR

Lowetrol XL

Lowetrol XL

Lowetrol XL

Olo|N[O|O|AR|WIN|F-

Marvacid

Marvacid

Marvacid

Marvacid

Painfree

Painfree

Virostop XR

Virostop XR

Virostop XR

Virostop XR

Virostop XR

Virostop XR

Virostop XR

Virostop XR

FTC Authorized Generic Drug Study

Page 7 of 9

Question 12

OMB Control No. [insert]



Medicannova

Brand-Name Drugs--Subject to Paragraph IV; No AG Marketed

A B C D E F G H [
Brand-Name (f Active Ingredient Dosage NDA # | Dosage NDA 9 digit NDC # Labeler/Entity Name Labeler/Entity
IV-no AG Form Strength | Approval (Labeler Relationship to
marketed) Date (for Code - Company
each Product
strength) Code)
1
2 |Benetan lactotannate tablet 17823/40 mg 8/27/1992/55512-5040 |Medicannova Company
3 |Benetan lactotannate tablet 17823/80 mg 8/27/1992/55512-5080 Medicannova
4 |Benetan lactotannate tablet 17823 200 mg 8/27/1992/55512-5200 Medicannova
5 |Benetan lactotannate tablet 1782340 mg 66612-5040 |Medicannova of Apotheland | subsidiary
6 [Benetan lactotannate tablet 17823/80 mg 66612-5080 |Medicannova of Apotheland
7 |Benetan lactotannate tablet 17823 200 mg 66612-5200 |Medicannova of Apotheland
8 |Gigatropin DR methylvitatropin capsule DR 2177750 mg 4/23/2003/55512-3250 | Medicannova Company
9 [Gigatropin DR |methylvitatropin capsule DR 2177750 mg 66612-3250 |Medicannova of Apotheland | subsidiary
10 [Magislim polydextrastat tablet 15443 200 mg 11/18/1987 55512-4200 |Medicannova Company
11 [Magislim polydextrastat tablet 15443 400 mg 11/18/1987 55512-4400 |Medicannova
12 [Magislim polydextrastat tablet 15443 800 mg 11/18/1987 55512-4800 |Medicannova
13 |Scherzo XL dihydrochloramine |tablet XR 2748360 mg 1/23/2006 55512-*060 |Medicannova Company
14 |Scherzo XL dihydrochloramine |tablet XR 27483120 mg 1/23/2006 55512-*120 |Medicannova
15 |Scherzo XL dihydrochloramine |tablet XR 2748360 mg 66612-*060 |Medicannova of Apotheland | subsidiary
16 |Scherzo XL dihydrochloramine |tablet XR 27483120 mg 66612-*120 |Medicannova of Apotheland
17 |Tranquilia XR  |isodoxazetine capsule XR 2049020 mcg 6/14/200055512-*020 |Medicannova Company
18 |Tranquilia XR  |isodoxazetine capsule XR 20490 40 mcg 6/14/2000 55512-*040 |Medicannova
19 |Tranquilia XR  |isodoxazetine capsule XR 20490 80 mcg 6/14/200055512-*080 |Medicannova
20 [Tranquilia XR |isodoxazetine capsule XR 20490200 mcg 6/14/2000 55512-*200 |Medicannova
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Medicannova Brand-Name Drugs--Subject to Paragraph IV; No AG Marketed Questions 13, 14

A J K L M N o) P Q R [ S
Brand-Name (]| Therapeutic Category| Pharma- 14-Digit Generic Date of Generic Name of Name of Name of Enter Question 14
IV-no AG cological Product Identifier first entryvia180  ANDA- ANDA- ANDA- columns AG NOT
marketed) Class ANDA- day Generic Generic Generic for Marketed Per
generic | exclusivity?| Company @ Company @ Company additional Settlement
entry (or | (Yes/No) #1 During | #2 During | #3 During companies Agreement
"none" Exclusivity = Exclusivity Exclusivity here» » (Yes/NO)
1
2 |Benetan Cardiovascular agents Dyslipidemics [43-29-44-12-55-21-4C 7/28/2001 Yes Reliapill Yes
3 |Benetan 43-29-44-12-55-21-8C 7/28/2001|Yes Reliapill Yes
4 [Benetan 43-29-44-12-55-21-2F 7/28/2001 Yes ClassicsRx Yes
5 |Benetan 43-29-44-12-55-21-40
6 [Benetan 43-29-44-12-55-21-80
7 |Benetan 43-29-44-12-55-21-25
8 |Gigatropin DR |Hormonal Agents, Stimulant/ Replaceme 68-42-53-72-68-11-5C\None No
9 |Gigatropin DR 68-42-53-72-68-11-50
10 [Magislim Gastrointestinal agent | Lipase inhibitor|76-89-25-35-42-60-2C'  3/1/2001 Yes Economeds No
11 |Magislim 76-89-25-35-42-60-4C 3/1/2001 Yes Economeds No
12 [Magislim 76-89-25-35-42-60-8C 3/1/2001 Yes Economeds No
13 |Scherzo XL Respiratory tract agents|Antihistamines | 97-49-33-89-24-12-6C None No
14 |Scherzo XL 97-49-33-89-24-12-2€ None No
15 [Scherzo XL 97-49-33-89-24-12-60
16 |Scherzo XL 97-49-33-89-24-12-26
17 |Tranquilia XR  Antidepressants Serotonin/ nore 59-43-26-65-88-34-2C None No
18 |Tranquilia XR 59-43-26-65-88-34-4C None No
19 |Tranquilia XR 59-43-26-65-88-34-8C None No
20 [Tranquilia XR 59-43-26-65-88-34-22 None No
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