
OutcomeA ARTG Entry 

IATC Codes ARTG Submission Label Name Sponsor PrimaryAppli Orphan Drug RTG OutcomeDat start date 

9619S 2003-02SS-5 EVRA 150/20 (norelgestromin 6 mg and etlJanssen-Cilag Pty Ltd A - New cherr Not Orphan Approved 13-0ct-05 17/10/2005 Progestogens and estrogens, fixed combinations [G03AA] 

96613 2003-0413-4 OCT AP LAS solvent/detergent human plasn Octapharma Australia Pty Lin A - New cherr Not Orphan Approved 02-Feb-05 1/03/2005 #N/A 

96950 2003-0507-3 amlodipine as maleate (Arnio 5, Arnio lOl �Spirit Pharmaceuticals Pty Lt< A - New cherr Not Orphan Approved 10-Aug-05 23/0S/2005 Dihydropyridine derivatives [COSCA] 

96962 2003-0507-3 amlodipine as maleate (Arnio 5, Arnio lOl �Spirit Pharmaceuticals Pty Lt< A - New cherr Not Orphan Approved 10-Aug-05 23/0S/2005 Dihydropyridine derivatives [COSCA] 

97500 2003-0824-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New cherr Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA] 

97506 2003-0824-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New cherr Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA] 

97509 2003-0S24-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New ch err Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA] 

97516 2003-0S24-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New ch err Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA] 

97520 2003-0S24-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New cherr Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA] 

97527 2003-0S24-4 everoloimus (Certicanl Tablets/dispersible Novartis Pharmaceuticals Au: A - New cherr Not Orphan Approved 15-Feb-05 17/03/2005 Selective immunosuppressive agents [L04AA) 

9S349 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New ch err Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

9S399 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New ch err Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

98400 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New ch err Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

98404 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New ch err Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

9S405 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New cherr Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

9S407 2003-1142-5 cinacalcet hydrochloride (Sensiparl Amgen Australia Pty Ltd A - New cherr Not Orphan Approved 07-Jan-05 21/05/2005 #N/A 

9S66S 2003-1143-4 ERBITUX cetuximab 2mg/mL solution for ir ALP HAP HARM PTY L TO A - New cherr Not Orphan Approved 17-Jan-05 4/02/2005 Monoclonal antibodies [LOlXC) 

99145 2003-1361-5 API ORA OPTISET insulin glulisine (rbel 1001 Aventis Pharma Pty Ltd A - New ch err Not Orphan Approved 21-Apr-05 2/05/2005 Insulins and analogues, fast acting [AlOAB] 

99146 2003-1361-5 APIDRA OPTISET insulin glulisine (rbel 1001Aventis Pharma Pty Ltd A - New ch err Not Orphan Approved 21-Apr-05 2/05/2005 Insulins and analogues, fast acting [AlOAB] 

99147 2003-1361-5 APIDRA OPTISET insulin glulisine (rbel 100 Aventis Pharma Pty Ltd A - New ch err Not Orphan Approved 21-Apr-05 2/05/2005 Insulins and analogues, fast acting [AlOAB] 

9941S 2003-1467-3 darifenacin as hydrobromide (Enablexl mo Novartis Pharmaceuticals Au: A - New ch err Not Orphan Approved 11-Feb-05 16/03/2005 #N/A 

99439 2003-1467-3 darifenacin as hydrobromide (Enablexl mo Novartis Pharmaceuticals Au: A - New ch err Not Orphan Approved 11-Feb-05 16/03/2005 #N/A 

99469 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New ch err Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99478 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99479 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New ch err Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

994SO 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New ch err Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99520 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99521 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99524 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99527 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

9952S 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99532 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99533 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99534 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99535 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99536 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

99537 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

9953S 2004-0021-1 pregabalin (Lyrical capsule Pfizer Australia Pty Ltd A - New cherr Not Orphan Approved 31-Mar-05 16/03/2005 #N/A 

116247 2004-0037-4 bevacizumab (Avastinl injection Roche Products Pty Ltd A - New ch err Not Orphan Approved 02-Feb-05 24/02/2005 #N/A 

11624S 2004-0037-4 bevacizumab (Avastinl injection Roche Products Pty Ltd A - New ch err Not Orphan Approved 02-Feb-05 24/02/2005 #N/A 

99755 2004-0037-4 bevacizumab (Avastinl injection Roche Products Pty Ltd A - New ch err Not Orphan Approved 02-Feb-05 24/02/2005 #N/A 

99757 2004-0037-4 bevacizumab (Avastinl injection Roche Products Pty Ltd A - New ch err Not Orphan Approved 02-Feb-05 24/02/2005 #N/A 

100162 2004-0196-3 eplerenone (lnspral tablets Pfizer Australia Pty Ltd A - New ch err Not Orphan Approved 20-Jun-05 22/06/2005 Other agents acting on renin-angiotensin system [C09X) 

100163 2004-0196-3 eplerenone (lnspral tablets Pfizer Australia Pty Ltd A - New ch err Not Orphan Approved 20-Jun-05 22/06/2005 Other agents acting on renin-angiotensin system [C09X) 

99978 2004-0394-5 strontium ran elate (Protosl powder for or< SERVI ER LABORATORIES (AU�A - New ch err Not Orphan Approved OS-Jun-05 21/06/2005 Other drugs affecting bone structure and mineralisation [I 

100SS2 2004-0464-2 Inactivated rabies virus vaccine (Rabi purl i CSL Limited A - New ch err Not Orphan Approved 25-Jul-05 9/0S/2005 Rabies vaccines [J07BG] 

1003S4 2004-0479-4 octocog alfa rch (ADVATE) powder for inje1 Baxter Healthcare Pty Ltd A - New ch err Orphan Approved 25-Feb-05 4/04/2005 Blood coagulation factors [B02BD) 

1003S5 2004-0479-4 octocog alfa rch (ADVATEl powder for inje1 Baxter Healthcare Pty Ltd A - New ch err Orphan Approved 25-Feb-05 4/04/2005 Blood coagulation factors [B02BD) 

1003S6 2004-0479-4 octocog alfa rch (ADVATEl powder for inje< Baxter Healthcare Pty Ltd A - New cherr Orphan Approved 25-Feb-05 4/04/2005 Blood coagulation factors [B02BD) 

1003S7 2004-0479-4 octocog alfa rch (ADVATEl powder for inje< Baxter Healthcare Pty Ltd A - New cherr Orphan Approved 25-Feb-05 4/04/2005 Blood coagulation factors [B02BD) 



101S64 2004-07 1S-3 
101S68 2004-0715-3 
101569 2004-0715-3 
101550 2004-0739-3 
101553 200 4-0739-3 
101614 2004-0810-2 
102134 2004-10S8-3 

102138 2004-10S8-3 
102139 2004-105 8-3 
104SS2 2004-1181-2 
1045S5  2004-11 81-2 

106554 2004-1199-2 
106959 2004-1 247-3 
106960 2004-1 247-3 
106962 2004-1247-3 
106964 2004-1247-3 
107103 2004-1303- 5 

107104 2004-1303- S 
107105 2004-1303- 5 
107304 2004-15 07-4 

11 5 599 2004-1914-5 
43647 2004-2633-1 
34336 2005-0018-5 
34337 2005-0018-5 
34351 2005-0018-5 

45703 2005-0018-5 

4 7 219 2005-0018-5 
47 221 2005-0018-5 
47 222 2005-0018-5 
4737 5 2005-0018- 5  
47439 200 5 -0018 - 5  

5 4 65 4  2005-0018-5 
5 6200 2005-0018-5 
5 6247 2005-0018-S 
7 5 223 2005-0018-5 
7 S224 2005-001 8-5 
7 S22S 2005-0018-5 
91480 2005-0018-5 
914 8 1  2005-0018-5 
914 8 2  2005-0018-5 
47264 2005-028 6-4 

5 8 8 7 2  2005-028 6-4 
60801 2005-028 6-4 
63054 2005-028 6-4 
63055 2005 -028 6-4 

68430 2005-028 6-4 
997 8 2005 -028 6-4 
9979 200S-0286-4 
9980 2005-028 6-4 

9981 200S-028 6-4 
998 2 200S-028 6+4 

6177 1  200S-05 S4-S 

COVERSYL LD, MD, HD perindopril arginineSERVIER LABORATORIES (AU�A- New cherr Not Orphan 
COVERSYL LO, MD, HD perindopril arginineSERVIER LABORATORIES (AU�A- New cherr Not Orphan 
COVERSYL LO, MD, HD perindopril arginineSERVIER LABORATORIES (AU�A- New cherr Not Orphan 
sevelamer hydrochloride (Renagel) 400mg Genzyme Australasia Pty ltd A- New cherr Not Orphan 
sevelamer hydrochloride (Renagel) 400mg Genzyme Australasia Pty ltd A- New cherr Not Orphan 

Yellow Fever Vaccine (live) attenuated (Ari CSL limited A - New cherr Not Orphan 
olmesartan medoxomil (Olmetec) Tablets Pfizer Australia Pty ltd A- New cherr Not Orphan 

o!mesartan medoxomil {Olmetec) Tablets Pfizer Australia Pty ltd A- New ch err Not Orphan 
olmesartan medoxomil (Olmetec) Tablets Pfizer Australia Pty ltd A- New cherr Not Orphan 
ARI SODIUM IOOIDE(l123) 100 - 750 MBq [AUSTRALIAN RADIOISOTOPE!A- New cherr Not Orphan 
ARI SODIUM l0DIDE(l123) 100 - 7 SO MBq (AUSTRALIAN RADIOISOTOPE: A- New cherr Not Orphan 

pertussis vaccine (Adacel) Suspension for I AVENTIS PASTEUR PTY LIMIT A- New cherr Not Orphan 
FOSRENOL lanthanum lOOOmg (as lanthar ORPHAN AUSTRALIA PTY LTDA- New cherr Not Orphan 

FOSRENOL lanthanum lOOOmg (as lanthar ORPHAN AUSTRALIA PTY LTDA- New cherr Not Orphan 
FOSRENOL lanthanum lOOOmg (as lanthar ORPHAN AUSTRALIA PTY LTOA- New cherr Not Orphan 
FOSRENOL lanthanum lOOOmg (as lanthar ORPHAN AUSTRALIA PTY LTDA- New cherr Not Orphan 

pegvisomant {rbe} (Somavert) Powder for 1 Pfizer Australia Pty ltd A - New ch err Orphan 

pegvisomant {rbe} (Somavert) Powder for 1 Pfizer Australia Pty ltd A- New ch err Orphan 
pegvisomant {rbe} (Somavert) Powder for 1 Pfizer Australia Pty ltd A- New ch err Orphan 
Palifermin Powder for Injection Amgen Australia Pty ltd A- New ch err Not Orphan 
RetAAne anecortave acetate 1 5  mg/O.Sml Alcon laboratories (Australia A- New ch err Not Orphan 
Efexor (venalafaxine hydrochloride) Wyeth Australia Pty limited A- New cherr Not Orphan 

human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/ Protaphane/ NOVO NORDISK PHARMACELA · New cherr Not Orphan 
human insulin (rys) (Actrapid/ Protaphane/ NOVO NORDISK PHARMACELA - New cherr Not Orphan 
human insulin (rys) (Actrapid/ Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/ Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 

human insulin (rys) {Actrapid/Protaphane/ NOVO NORDISK PHARMACEL A- New cherr Not Orphan 
human insulin (rys) {Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New ch err Not Orphan 

human insulin (rys) {Actrapid/Protaphane/ NOVO NORDISK PHARMACEtA- New ch err Not Orphan 
human insulin (rys) {Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New ch err Not Orphan 

human insulin {rys} (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA - New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin {rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACELA- New cherr Not Orphan 
human insulin (rys) (Actrapid/Protaphane/ NOVO NORDISK PHARMACEtA- New cherr Not Orphan 
Zofran/Zofran Zydis/ Zofran Syrup (ondans1 GlaxoSmithKline Australia Pt)A- New cherr Not Orphan 
Zofran/Zofran Zydis/ Zofran Syrup {ondans1 GlaxoSmithKline Australia Pt)A- New cherr Not Orphan 
Zofran/Zofran Zydis/ Zofran Syrup (ondans1 GlaxoSmithKline Australia Pt)A- New cherr Not Orphan 

Zofran/Zofran Zydis/ Zofran Syrup (ondans4 GlaxoSmithKline Australia PtiA- New cherr Not Orphan 
Zofran/Zofran Zydis/ Zofran Syrup (ondans1 GlaxoSmithKline Australia PtiA- New cherr Not Orphan 

Zofran/ Zofran Zydis/Zofran Syrup (ondans1GlaxoSmithKline Australia PtiA- New cherr Not Orphan 
Zofran/ Zofran Zydis/Zofran Syrup (ondans1GlaxoSmithKline Australia PtiA- New cherr Not Orphan 
Zofran/ Zofran Zydis/Zofran Syrup (ondans1GlaxoSmithKline Australia PtiA · New ch err Not Orphan 
Zofran/ Zofran Zydis/Zofran Syrup (ondanscG!axoSmithKline Australia PtiA- New ch err Not Orphan 

Zofran/Zofran Zydis/Zofran Syrup (ondans1GlaxoSmithKline Australia PtiA- New cherr Not Orphan 
Zofran/ Zofran Zydis/ Zofran Syrup (ondansrGlaxoSmithKHne Australia Pt)A- New cherr Not Orphan 
levonogestrel and ethinyloestradio! (LoettcWyeth Australia Pty limited A- New cherr Not Orphan 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 

Approved 
Approved 
Approved 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 
Acknowled{ 
Approved 
Approved 
Approved 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 

Approved 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Acknowledt 
Acknowledt 
Acknowfedf 
Acknowled1 
Acknowled1 
Acknowledi 
Acknowled1 
Acknowled1 
Acknowled1 
Acknowled1 

Acknowled1 
Approved 

07-Jun-OS 
07-Jun-OS 
07-Jun-OS 
28-Jun-OS 
28-Jun-05 
11-Jul-05 

01-Sep-OS 

01-Sep-OS 
01-Sep-05 

18- May-05 
18-May-OS 

16-Nov-OS 
07-Nov·OS 
07-Nov-OS 
07-Nov-OS 
07-Nov·OS 
07-Dec-OS 

07-Dec-OS 
07-0ec-OS 
29-Aug-OS 
09-Dec-OS 
14-Jan-05 
17-Feb-05 
17-Feb-OS 
17-Feb-OS 
17-Feb-OS 

17-Feb-05 
17-Feb-05 
17-Feb·OS 
17-Feb-OS 
17- Feb-05 

17- Feb-05 
17-Feb-OS 
17-Feb-OS 
17-Feb-05 
17-Feb-OS 
17-Feb-05 
17-Feb-OS 

17-Feb-OS 
17-Feb-OS 

OS-Apr- OS 
05-Apr-OS 

OS-Apr- OS 
OS-Apr-OS 
05-Apr-OS 
05-Apr-OS 
OS-Apr-OS 
05-Apr-05 
OS-Apr-05 

OS-Apr-OS 
OS-Apr-OS 
12-Apr-OS 

8/06/ 2005 Ace inhibitors, plain [C09AA] 
8/06/ 200S Ace inhibitors, plain [C09AA] 
8/06/ 200S Ace inhibitors, plain [C09AA] 

30/06/200S Drugs for treatment of hyperkalemia and hyperphosphate 

30/06/2005 Drugs for treatment of hyperkalemia and hyperphosphate 
17 /07 /2005 Yellow fever vaccines [J07 BLJ 

9/06/200S Angiotensin II antagonists, plain [C09CA] 

9/06/2005 Angiotensin II antagonists, plain [C09CA) 
9/06/2005 Angiotensin II antagonists, plain [C09CA] 

31/05 / 2005 Anterior pituitary hormones and analogues {HOlA] 
31/0S/200S Anterior pituitary hormones and analogues [HOlA] 

21/11/2005 Pertussis vaccines {J07 AJ] 
8/11/2005 #N/A 
8/11/2005 #N/A 
8/11/200S #N/A 
8/11/200S #N/A 
9/12/200S #N/ A 
9/12/200S #N/ A 
9/12/2005 #N/A 

31/08/200S #N/ A 
16/12/200S #N/ A 
16/11/1994 Other antidepressants {N06AX] 
18/12/1991 Insulins and analogues, fast acting [AlOABJ 
18/12/1991 Insulins and analogues, intermediate-acting {AlOAC] 
18/12/1991 Insulins and analogues, Jong-acting [AlOAE] 
14/07/1993 Insulins and analogues, intermediate-acting [AlOAC] 

2/02/1994 Insulins and analogues, fast acting [AlOAB] 
2/02/1994 Insulins and analogues, intermediate-acting [AlOAC] 

27 /01/1994 Insulins and analogues [AlOA] 
7/06/1994 Insulins and analogues [AlOAJ 
7/06/1994 Insulins and analogues [AlOA] 

2/05/1996 #N/ A 
lS/04/ 1997 Insulins and analogues, intermediate-acting combined wi! 
lS/0 8/1996 Insulins and analogues, intermediate-acting [AlOACJ 

9/08/2000 Insulins and analogues, intermediate-acting [AlOAC] 
9/08/2000 Insulins and analogues, fast acting [AlOABI 
9/08/2000 Insulins and analogues, intermediate-acting combined wi1 

25/10/2002 Insulins and analogues, intermediate-acting [AlOAC) 
25/10/2002 Insulins and analogues, intermediate-acting [AlOACJ 
2S/10/2002 Insulins and analogues, fast acting [AlOAB] 

6/12/1993 Serotonin (SHT3) antagonists [A04AA] 
28/02/1997 Serotonin (SHT3) antagonists [A04AA] 
20/08/1997 Serotonin (SHT3) antagonists [A04AA] 
16/02/1998 Serotonin (SHT3) antagonists [A04AA) 
26/03/1999 Serotonin (SHT3) antagonists [A04 AA) 
17/04/1991 Serotonin (SHT3) antagonists [A04AA) 
17/04/1991 Serotonin (SHT3) antagonists [A04AAJ 
17/04/1991 Other antiemetics [A04ADJ 
17/04/1991 Other antiemetics [A04ADJ 

17/04/1991 Other antiemetics [A04AO] 

17/04/1991 Other antiemetics [A04AD] 
12/10/1998 Progestogens and estrogens, fixed combinations [G03AAJ 



10984 2 005-1219-5 
10985 2 005-1219-5 

10986 2 005-1219-5 
90765 2 005-1220-5 
90766 2 005-1220-5 
90767 2 005-1220-5 

120382 2 005-133 0-1 

120389 2005-1330-1 
128172 2005-1659-2 

120994 2005-1659-2 
124408 2005-2965-2 

124410 2 005-2965-2 
123139 2 005-2468-4 

123146 2 005-2468-4 
123147 2 005-2468-4 
123158 2005-2469-4 
130906 2006-0905-2 
130919 2006-0905-2 

133443 2004-2676-5 
133444 2004-2676-5 
133445 2004-2676-5 
133446 2 004-2676-5 
133447 2 004-2676-5 
133448 2 004-2676-5 
125557 2 006-0293-4 
125558 2 006-0293-4 
125559 2 006-0293-4 
125560 2 006-0293-4 
125561 2 006-0293-4 

125562 2006-0293-4 

124808 2 006-0051-2 

124940 2 006-0094-1 
124941 2006-0094-1 
124944 2 006-0094-1 
125598 2 006-0303-4 
125968 2 006-0483-5 
125969 2 006-0483-5 
126089 2 006-0545-2 
121759 2 005-2 031-5 

121760 2 005-2 031-5 
121761 2 005-2 031-5 

121762 2 005-2 031-5 
121763 2 005-2 03 1-5 
121764 2005-2 03 1-5 
121765 2005-2 031-5 
131743 2 005-2 031-5 

122957 2005-2361-4 
123263 2005-2493-3 

123264 2005-2493-3 

127411 2006-0731-2 
126114 2 006-0544-2 
126115 2 006-0544-2 

OROXINE thyroxine sodium tablets Sigma Pharmaceuticals Pty LIA- New ch err Not Orphan Approved 
OROXINE thyroxine sodium tablets Sigma Pharmaceuticals Pty LIA- New ch err Not Orphan Approved 
OROXINE thyroxine sodium tablets Sigma Pharmaceuticals Pty LIA- New ch err Not Orphan Approved 
EUTROXSIG thyroxine sodium tablets FAWNS & MCALLAN P/l A- New cherr Not Orphan Approved 
EUTROXSlG thyroxine sodium tablets FAWNS & MCALLAN P/l A- New cherr Not Orphan Approved 

EUTROXSlG thyroxine sodium tablets FAWNS & MCALLAN P/ L A- New cherr Not Orphan Approved 

CYMBAL TA duloxetine 3 0  mg (as hydrochl1 Eli Lilly Australia Pty Limited A- New chemical entity or r Approved 

CYMBAL TA duloxetine 60 mg (as hydrochl< Eli Lilly Australia Pty Limited A- New chemical entity or r Approved 
ZOSTAVAX. zoster virus vaccine live min 19 Merck Sharp & Doh me {Aust1A- New chemical entity or r Approved 
ZOSTAVAX zoster virus vaccine live min 19 Merck Sharp & Doh me {AusbA- New chemical entity or r Approved 
GARDASIL Quadriva!ent Human Papilloma1 Merck Sharp & Dahme (AusttA- New chemical entity or r Approved 

GARDASIL Quadrivalent Human Papilloma1 Merck Sharp & Dahme (AusttA- New chemical entity or r Approved 
SUTENT sunitinib (as malate) 12.Smg caps1 Pfizer Australia Pty Ltd A- New chemical entity or r Approved 

SUTENT sunitinib (as malate) 25mg capsuh Pfizer Australia Pty Ltd A- New chemical entity or r Approved 
SUTENT sunitinib (as malate) 50mg capsul1 Pfizer Australia Pty Ltd A - New chemical entity or r Approved 

NEXAVAR sorafenib (as tosylate) 200mg tal Bayer Australia Limited A- New chemical entity or r Approved 
ADT BOOSTER diphtheria and tetanus vaccCSL Limited A- New chemical entity or r Approved 
ADT BOOSTER diphtheria and tetanus vaccCSL Limited A- New chemical entity or r Approved 
NOVORAPID insulin aspart (rys) lOOU/mL i NOVO NORDISK PHARMACELA- New chemical entity or r Approved 
NOVORAPID PENFILL insulin aspart (rys) 3( NOVO NORDISK PHARMACELA- New chemical entity or r Approved 
NOVORAPID FLEXPEN insulin aspart (rys) 3 NO�O NORDISK PHARMACELA- New chemical entity or r Approved 
NOVORAPID INNOLET insulin aspart {rys) 1 NOVO NORDISK PHARMACELA- New chemical entity or r Approved 
NOVOMIX 30 PENFJLL 3 mL insulin aspart 3 NOVO NORDISK PHARMACELA- New chemical entity or r Approved 
NOVOMIX 3 0  FLEXPEN 3 mL insulin aspart: NOVO NORDISK PHARMACELA- New chemical entity or r Approved 

SPRYCEL dasatinib 20mg tablet bottle Bristol- Myers Squibb Austra!i A - New ch err Orphan Approved 
SPRYCEL dasatinib 20mg tablet blister pad Bristol- Myers Squibb Austra!iA- New cherrOrphan 
SPRYCEL dasatinib 50mg tablet bottle Bristol-Myers Squibb AustraliA- New cherrOrphan 
SPRYCEL dasatinib 50mg tablet blister pad Bristol-Myers Squibb AustraliA- New ch err Orphan 
SPRYCEL dasatinib 70mg tablet bottle Bristol-Myers Squibb AustraliA - New ch err Orphan 

Approved 
Approved 
Approved 
Approved 

SPRYCEL dasatinib 70mg tablet blister pad Bristol-Myers Squibb AustraliA- New ch err Orphan Approved 

DEFlNITY perflutren lipid microsphere inje• Bristol-Myers Squibb AustraliA- New chemical entity or r Approved 

CHAMPIX varenicline (as tartrate) 0.5 mg a Pfizer Australia Pty Ltd A - New chemical entity or r Approved 
CHAMPIX varenicline (as tartrate) 1.0mg t<Pfizer Australia Pty Ltd A- New chemical entity or r Approved 
CHAMPIX varenicline (as tartrate) 1.0 mg t Pfizer Australia Pty Ltd A- New chemical entity or r Approved 
NAGLAZYME galsulfase-rch 5 mg/5 ml solut Cedarglen Investments Pty UA- New cherrOrphan Approved 
LUCENTIS ranibizumab {rbe) 1.8mg/0.3 ml Novartis Pharmaceuticals Au! A - New chemical entity or r Approved 
LUCENTIS ranibizumab (rbe) 3.0mg/0.3 mL Novartis Pharmaceuticals Au!A- New chemical entity or r Approved 
SEBIVO telbivudine 600mg tablet blister pc Novartis Pharmaceuticals Au!A- New chemical entity or r Approved 

2EMPlAR Injection paricalcito! S micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 
ZEMPLAR Capsules paricalcitol 1 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 

ZEMPLAR Capsules paricalcitol 1 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 

ZEMPlAR Capsules paricaldtol 2 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 

2EMPLAR Capsules paricalcitol 2 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 
ZEMPLAR Capsules paricalcitol 4 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 
ZEMPLAR Capsules paricalcitol 4 micrograr Abbott Australasia Pty Ltd A- New chemical entity or r Approved 
ZEMPLAR Injection paricalcitol 10 micrognAbbott Australasia Pty Ltd A- New chemical entity or r Approved 

ZAVESCA miglustat 100 mg capsules bliste1Actelion Pharmaceuticals Au�A- New chemical entity or r Approved 
THELIN sitaxentan sodium 100 mg film coaBALLIA HOLDINGS P/l A- New chemical entity or r Approved 

THELIN sitaxentan sodium 100 mg film coa BALLIA HOLDINGS P/l A· New chemical entity or r Approved 

PREZISTA darunavir 300mg tablets bottle Janssen-Ci lag Pty Ltd A- New chemical entity or r Approved 

CERVARIX Human Papillomavirus vaccine lGlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
CERVARIX Human Papillomavirus vaccine lGlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
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125869 2006 ·044 5·1 ZONEGRAN zonisamide 25mg capsule blist Eisai Australia Pty Ltd A - New chemical entity or r Approved 7/06/2007 31/07/2007 

1 258 70 2006 ·0445· 1 ZONEGRAN zonisamide 50mg capsule blist Eisai Australia Pty Ltd A - New chemical entity or r Approved 7/06/2007 31/07/2007 

125871 2006 -044 5-1 ZONEGRAN zonisamide lOOmg capsule bli! Eisai Australia Pty Ltd A ·  New chemical entity or r Approved 7/06/2007 31/07/2007 

123609 2005·2598 ·5 BYETTA 5 exenatide 5 micrograms/ 20 micr Eli Lilly Australia Pty Limited A- New chemical entity or r Approved 13/06/2007 28/06/2007 

123610 2005-2598-5 BYETTA 10 exenatide 10 micrograms/40 m Eli Lilly Australia Pty limited A- New chemical entity or r Approved 13/06/2007 28/06/2007 

132305 2006-24 23-4 TYKE RB lapatinib 250mg (as ditosylate mar GlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 26/06/2007 28/06/2007 

129615 2006-1439-4 EMEND IV fosaprepitant 115mg (as fosapn Merck Sharp & Dahme (Aust1A - New chemical entity or r Approved 14/08/2007 20/08/2007 

128270 2006-1045-4 VECTIBIX panitumumab 100mg/5mL conceAmgen Australia Pty Ltd A - New chemical entity or r Approved 21/08/2007 14/05/ 2008 

128331 2006 ·104 S-4 VECTIBIX panitumumab 200mg/10mL cone Amgen Australia Pty Ltd A - New chemical entity or r Approved 21/08/2007 14/0S/ 2008 

128332 2006-1045-4 VECTIBIX panitumumab 400mg/20mL cone Amgen Australia Pty Ltd A - New chemical entity or r Approved 21/08/2007 14/05/ 2008 

130502 2006-1740-1 INVEGA paliperidone 3mg modified releasdanssen-Cilag Pty Ltd A- New chemical entity or r Approved 11/09/2007 1 7/09/2007 

130714 2006-1740-1 INVEGA paliperidone 6mg modified releasdanssen·Cilag Pty Ltd A - New chemical entity or r Approved 11/09/2007 1 7/09/2007 

130717 2006-1740·1 INVEGA paliperidone 9mg modified reteasdanssen-Cilag Pty Ltd A - New chemical entity or r Approved 11/09/2007 1 7/09/2007 

130732 2006-1740-1 INVEGA paliperidone 12mg modified relea Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 11/09/2007 1 7/09/2007 

121180 2005-1587-4 WI LATE human coagulation factor VIII 450 Octapharma Australia Pty ltd A- New chemical entity or r Approved 13/09/2007 26/09/2007 

121202 2005-1 58 7-4 WI LATE human coagulation factor VJll 900 Octapharma Australia Pty ltd A - New chemical entity or r Approved 13/09/2007 26/09/2007 

129151 2006-1179-4 PRONATIV human prothrombin complex p Octapharma Australia Pty Ltd A- New chemical entity or r Approved 27/09/2007 12/10/2007 

130100 2006-1548-3 ORENCIA abatacept (rch) 250mg powder fr Bristol-Myers Squibb AustraliA- New chemical entity or r Approved 27/09/2007 27/09/2007 

131178 2006-2037-4 BU5ULFEX busulfan 60mg/10mL injection i Orphan Australia Pty Ltd A - New cherr Orphan Approved 13/11/2007 30/11/2007 

131370 2006 -1990-1 NEUPRO rotigotine 2mg/24hr transderma! UCB Australia Pty Ltd T/A UOA- New chemical entity or r Approved 14/11/2007 22/11/2007 

131381 2006-1990-1 NEU PRO rotigotine 4 mg/24hr transdermal UCB Australia Pty ltd T/A UOA - New chemical entity or r Approved 14/11/2007 22/11/2007 

13138 2 2006-1990-1 NEU PRO rotigotine 6 mg/24hr transdermal UCB Australia Pty Ltd T /A UO A - New chemical entity or r Approved 14/11/2007 22/11/2007 

131383 2006-1990-1 NEUPRO rotigotine 8 mg/24hr transdermal UCB Australia Pty Ltd T/A UC1A - New chemical entity or r Approved 14/11/2007 22/11/2007 

128136 2006-0995-3 INOmax nitric oxide 800 ppm medicinal ga Delpharm Consultants Pty Lir A - New cherrOrphan Approved 16/11/2007 22/11/2007 

79993 2007-2208-4 BIOSTATE factor VIII 500IU powder for injeCSL Limited A - New chemical entity or r Approved 7/12/2007 8/11/ 2001 

132510 2006-2439-4 REVLIMID lenalidomide 5mg capsule blisteCelgene Pty limited A ·  New cherrOrphan Approved 13/12/2007 20/1 2/2007 

132514 2006-2439-4 REVLIMID lenalidomide lOmg capsule blistCelgene Pty limited A- New cherrOrphan Approved 13/12/2007 20/1 2/2007 

132515 2006-2439-4 REVLIMID lenalidomide 15mg capsule b!isl Celgene Pty limited A - New ch err Orphan Approved 13/12/2007 20/1 2/2007 

132516 2006-2439-4 REVUMID lenalidomide 25mg capsule blisl Celgene Pty limited A - New cherr Orphan Approved 13/12/2007 20/1 2/2007 

133182 2006-26 24-5 JANUVIA sitagliptin lOOmg (as phosphate r Merck Sharp & Dahme (Aust1A- New chemical entity or r Approved 21/12/2007 14/01/2008 

133187 2006-26 24-5 JANUVIA sitagliptin 50mg (as phosphate m Merck Sharp & Doh me (Aust1 A - New chemical entity or r Approved 21/12/2007 14/01/ 2008 

133188 2006- 26 24-5 JANUVIA sitagliptin 25mg (as phosphate m Merck Sharp & Doh me (Aust1A ·New chemical entity or r Approved 21/12/2007 14/01/2008 

127481 2006 -0739-1 SERDOLECT sertindole 4mg film coated tat Lundbeck Australia Pty Ltd A· New chemical entity or r Approved 24/12/2007 17/08/ 2010 

127483 2006 -0739-1 SEROOLECT sertindole 4 m g film coated tat Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 17/08/2010 

127484 2006 -0739-1 SEROOLECT sertindole 12mg film coated tc Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 17/08/2010 

127485 2006 -0739-1 SEROOLECT sertindole 12mg film coated tc Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 17/08/2010 

127486 2006-0739-1 SERDOLECT sertindole 16mg film coated tc Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 17/08/2010 

127487 2006-0739-1 5ERDOLECT sertindo!e 16mg film coated tc Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 17/08/2010 

127488 2006-0739-1 SERDOLECT sertindole 20mg film coated tc Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 24/12/2007 1 7/08/2010 

127492 2006 ·0739-1 SERDOlECT sertindole 20mg film coated tc Lundbeck Australia Pty Ltd A- New chemical entity or r Approved 24/12/2007 1 7/08/2010 

128699 2006 -1099-2 GAMMANORM normal immunoglobulin (h Octapharma Australia Pty Ltd A- New chemical entity or r Approved 9/01/ 2008 18/01/2008 

128 703 2006-1099-2 GAMMANORM normal immunoglobulin (h Octapharma Australia Pty Ltd A �  New chemical entity or r Approved 9/01/2008 18/01/2008 

128705 2006 �1099·2 GAMMANORM normal immunoglobulin (h Octapharma Australia Pty ltd A- New chemical entity or r Approved 9/01/2008 18/01/2008 

133086 2006-2641-4 TASIGNA nilof1nib 200mg capsules Blister f Novarfls Pharmaceuticals Pt)'A ·New cherr Orphan Approved 14/01/ 2008 17/01/2008 

140238 2007-1529-2 ISENTRESS raltegravir 400 mg tablet bottle Merck Sharp & Doh me (Aust1 A - New chemical entity or r Approved 15/01/ 2008 30/01/2008 

129481 2006-1464-4 ELAPRASE idursulfase-rhu Solution for IV Ir Genzyme Australasia Pty Ltd A - New cherrOrphan Approved 21/01/2008 21/02/2008 

137329 2007-0688-2 CELSENTRI maraviroc 150 mg tablets bliste Pfizer Australia Pty Ltd A - New chemical entity or r Approved 22/01/2008 4/02/ 2008 

137330 2007-0688-2 CELSENTRI maraviroc 150 mg tablets bottlt Pfizer Australia Pty Ltd A· New chemical entity or r Approved 22/01/2008 4/02/ 2008 

137331 2007-0688-2 CELSENTRI maraviroc 300 mg tablets bliste Pfizer Australia Pty Ltd A - New chemical entity or r Approved 22/01/2008 4/02/ 2008 

137332 2007-0688-2 CELSENTRI maraviroc 300 mg tablets botth Pfizer Australia Pty Ltd A - New chemical entity or r Approved 22/01/2008 4/02/2008 

131443 2006-2036-4 AVAMYS fluticasone furoate 27.5 micrograGlaxoSmithKline Australia Pt)A - New chemical entity or r Approved 31/01/2008 14/02/2008 

133649 2006-2723-5 YAZ tablet blister pack Bayer Australia Limited A - New chemical entity or r Approved 6/02/2008 8/02/2008 



133452 2006-2868-1 DUODDPA Levodopa I Carbidopa 20mg/m Solvay Biosciences Pty Ltd A - New ch err Orphan Approved 14/02/2008 27/02/2008 

136005 2007-0436-3 MYOZYME alglucosidase alfa-rch 50 mg/ 1 Genzyme Australasia Pty Ltd A- New cherrOrphan Approved 4/03/2008 14/03/2008 

133125 2006-2639-4 TORISEL temsirolimus 25mg concentrate f�Wyeth Australia Pty Limited A- New chemical entity or r Approved 14/05/2008 4/06/2008 

134567 2006-2978-3 ENVJAGE aliskiren (as hemifumarate) 150rr Novartis Pharmaceuticals Pty A - New chemical entity or r Approved 3/06/2008 2 3/06/2008 

134570 2006-2978-3 ENVIAGE aliskiren (as hemifumarate) 300rr Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 3/06/2008 2 3/06/2008 

134571 2006-2978-3 RASILEZ aliskiren (as hemifumarate) 150 m1 Novartis Pharmaceuticals Pty A - New chemical entity or r Approved 3/06/2008 2 3/06/2008 

134572 2006-2978-3 RASILEZ aliskiren (as hemifumarate) 300 m1 Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 3/06/2008 2 3/06/2008 

137704 2007-0 938-2 PANVAX pandemic influenza vaccine 10 ml CSL Limited A - New chemical entity or r Approved 4/06/2008 12/06/2008 

139787 2007-1444-2 THYMOGLOBULINE rabbit anti- human thy1Genzyme Australasia Pty Ltd A- New cherrOrphan Approved 11/0 7/2008 18/07/2008 

133520 2006-2518-1 PRISTIQdesvenlafaxine (as succinate) 50mWyeth Australia Pty Limited A - New chemical entity or r Approved 30/07/2008 18/08/2008 

133527 2006-2518-1 PRIST!Qdesvenlafaxine (as sucdnate) 100 1Wyeth Australia Pty Limited A- New chemical entity or r Approved 30/07/2008 18/08/2008 

133529 2006-2518-1 PRISTtQdesvenlafaxine (as sucdnate) 2001 Wyeth Australia Pty Limited A - New chemical entity or r Approved 30/07/2008 18/08/2008 

133532 2006-2518-1 ECENZE desvenlafaxine (as sucdnate) 50m Wyeth Australia Pty Limited A- New chemical entity or r Approved 30/07/2008 18/08/2008 

133534 2006-2518-1 ECENZE desvenlafaxine (as succinate) lOOrWyeth Australia Pty Limited A· New chemical entity or r Approved 30/07/2008 18/08/200 8 

133535 2006-2518-1 ECENZE desvenlafaxine (as succinate) 200 r Wyeth Australia Pty Limited A- New chemical entity or r Approved 30/07/2008 18/08/200 8 

147187 2007-3359-4 NPLATE romiplostim (rbe) 375 microgram 1Amgen Australia Pty ltd A- New chemical entity or r Approved 31/07/2008 8/08/2008 

147188 2007-3359-4 NPLATE romiplostim (rbe) 625 microgram 1Amgen Australia Pty ltd A- New chemical entity or r Approved 31/07/2008 8/08/2008 

131953 2006-2220-2 KIOVIG normal immunoglobulin (human) l Baxter Healthcare Pty Ltd A- New chemical entity or r Approved 11/08/2008 2 /0 9/2008 

131966 2006-2220-2 KIOVIG normal immunoglobulin (human) 2Baxter Healthcare Pty Ltd A- New chemical entity or r Approved 11/08/2008 2 /0 9/2008 

131968 2006-2220-2 KIOVIG normal immunoglobulin (human) :Baxter Healthcare Pty Ltd A - New chemical entity or r Approved 11/08/2008 2 /0 9/2008 

131969 2006-2220-2 KIOVIG normal immunoglobulin (human) l Baxter Healthcare Pty Ltd A - New chemical entity or r Approved 11/08/2008 2 /0 9/2008 

131973 2006-2220-2 KIOVIG normal immunoglobulin (human) 2Baxter Healthcare Pty Ltd A - New chemical entity or r Approved 11/08/2008 2 /0 9/2008 

133500 2006-2696-4 ABRAXANE paditaxel lOOmg powder for in Abraxis Bioscience Australia r A- New chemical entity or r Approved 2 9/09/2008 17/10/2008 

140602 2007-1350-2 FLEBOGAMMA 5% DIF normal immunoglol lateral Diagnostics A - New chemical entity or r Approved 14/10/2008 2 3/12/2008 

143800 2007-1350 -2 FLEBOGAMMA 5% DIF normal immunoglol lateral Diagnostics A - New chemical entity or r Approved 14/10/2008 2 3/12/2008 

143801 2007-1350-2 FLEBOGAMMA 5% OIF normal immunoglol lateral Diagnostics A - New chemical entity or r Approved 14/10/2008 2 3/12/2008 

143802 2007-1350 -2 FLEBOGAMMA 5% DIF normal immunoglol Lateral Diagnostics A- New chemical entity or r Approved 14/10/2008 2 3/12/2008 

143803 2007-1350-2 FLEBOGAMMA 5% DIF normal immunoglol Lateral Diagnostics A - New chemical entity or r Approved 14/10/2008 2 3/12/2008 

144062 2007-1962-1 RELl5 TDR methy!naltrexone bromide 12 m Wyeth Australia Pty Limited A - New chemical entity or r Approved 12/11/200 8 17/11/2008 

147716 2007-3366-1 BRIDION sugammadex 200 mg/2 ml solutio Schering-Plough Pty Limited A- New chemical entity or r Approved 12/11/200 8 28/11/2008 

148263 2007-3366-1 BRIDION sugammadex SOOmg/Sml solutio Schering-Plough Pty Limited A- New chemical entity or r Approved 12/11/200 8 28/11/2008 

143739 2007-2191-3 VOLIBRIS ambrisentan lOmg tablet blister GlaxoSmithKline Australia Pt\A- New ch err Orphan Approved 18/11/200 8 24/11/2008 

143743 2007-2191·3 VOUBRIS ambrisentan 5mg tablet blister p GlaxoSmithKline Australia Pt)A- New ch err Orphan Approved 18/11/2008 24/11/2008 

137832 2007-0615-3 PRADAXA dabigatran etexilate 75 mg (as d; Boehringer lngelheim Pty Ltd A- New chemical entity or r Approved 20/11/2008 24/11/2008 

138402 2007-0615-3 PRADAXA dabigatran etexilate 110 mg (as c Boehringer lngelheim Pty Ltd A- New chemical entity or r Approved 20/11/2008 24/11/2008 

138415 2007-0615-3 PRAOAXA dabigatran etexilate 75 mg (as d, Boehringer lngelheim Pty Ltd A- New chemical entity or r Approved 20/11/2008 24/11/2008 

138421 2007-0615-3 PRAOAXA dabigatran etexilate 110 mg (as c Boehringer lngelheim Pty ltd A ·  New chemical entity or r Approved 20/11/2008 24/11/2008 

147400 2007-3400-3 XARELTO rivaroxaban 10 mg tablet in btist1 Bayer Australia Limited A- New chemical entity or r Approved 20/11/2008 24/11/2008 

143574 2007-1852 ·2 CUBICIN daptomycin 350 mg powder for ir Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 21/11/2008 8/12/2008 

143586 2007-1852-2 CUBlCJN daptomydn 500 mg powder for ir Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 21/11/2008 8/12/2008 

145797 2007-2 942-2 INTELENCE etravirine 100 mg tablet bottle Janssen-Cilag Pty Ltd A- New chemical entity or r Approved 4/12/2008 19/12/200 8 

140598 2007-1021-3 PLETAL cilostazol 50 mg tablet blister pack Pharmalink Pty Ltd A- New chemical entity or r Approved 20/01/2009 29/01/2009 

140599 2007-1021-3 PLETAL cilostazol 100 mg tablet blister pac Pharmalink Pty Ltd A- New chemical entity or r Approved 20/01/2009 29/01/2009 

150602 2008-0685-2 JESPECT japanese encephalitis virus purifie CSL Limited A- New chemical entity or r Approved 20/01/2009 30/01/2006 

144670 2007-2588-2 AGRIPPAL inactivated influenza (surface ar Chiron Blood Testing Pty Ltd A- New chemical entity or r Approved 16/02/2009 17/03/2009 

138885 2007-0949· 4 SOURIS eculizumab (rmc) 300 mg/30 mL co Alexion Pharmaceuticals Aus· A- New cherrOrphan Approved 17/02/2009 20/03/2009 

143636 2007-202 9-1 ZYPREXA RELPREW olanzapine (as pamoa1 Eli lilly Australia Pty Limited A- New chemical entity or r Approved 3/0 3/2009 2 4/03/2009 

143657 2007-202 9-1 ZYPREXA RELPREVV olanzapine (as pamoa1 Eli lilly Australia Pty limited A· New chemical entity or r Approved 3/0 3/2009 24/03/2009 

143658 2007-202 9-1 ZYPREXA RELPREW olanzapine (as pamoa1 Eli lilly Australia Pty limited A- New chemical entity or r Approved 3/03/2009 24/03/2009 

150129 2008-0515-2 INTANZA influenza vaccine split virion inacSanofi Pasteur Pty Ltd A· New chemical entity or r Approved 16/03/2009 14/04/2009 

150130 2008-0515-2 INTANZA influenza vaccine split viron inaclSanofi Pasteur Pty Ltd A - New chemical entity or r Approved 16/0 3/200 9 14/04/2009 

148981 2007-3940·2 SYNFLORIX pneumococcal po!ysaccharide GlaxoSmithKline Australia Pt\A- New chemical entity or r Approved 19/0 3/2009 24/03/2009 
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SYNFLORIX Pneumococcal po!ysaccharide GlaxoSmithKline Australia Pt\A- New chemical entity or rApproved 
EMERFLU pandemic influenza vaccine (HSISanofi Pasteur Pty ltd A - New chemical entity or r Approved 
ERAXl5 anidulafungin 100 mg powder for ii Pfizer Australia Pty ltd A - New chemical entity or r Approved 
DORI BAX doripenem (as monohydrate) 50!Janssen-Cilag Pty ltd A - New chemical entity or r Approved 
PHENASEN arsenic trioxide 10 mg/10 ml ir Phebra Pty ltd A - New cherr Orphan Approved 
ACTEMRA tocilizumab (rch) 400 mg/20 ml i Roche Products Pty ltd A - New chemical entity or r Approved 
ACTEMRA tocilizumab (rch) 80 mg/4ml injE Roche Products Pty ltd A - New chemical entity or r Approved 
ACTEMRA tocilizumab (rch) 200 mg/1 0 ml i Roche Products Pty Ltd A - New chemical entity or r Approved 
EFFIENT prasugrel (as hydrochloride) S mg Eli lilly Australia Pty ltd A - New chemical entity or r Approved 
EFFIENT prasugrel (as hydrochloride) 10 m Eli lilly Australia Pty Ltd A - New chemical entity or r Approved 
NE BJ LET nebivolol (as hydrochloride) 1 .25 r CSL limited A - New chemical entity or rApproved 
NE Bl LET nebivolol (as hydrochloride) Smg CSL limited A - New chemical entity or r Approved 
NE Bl LET nebivolol (as hydrochloride) 10 m1CSL limited A - New chemical entity or r Approved 
LOBIVON nebivolo! (as hydrochloride) 1.25CSL limited A - New chemical entity or r Approved 
LOBIVON nebivolol (as hydrochloride) Sm€CSL limited A - New chemical entity or r Approved 
LOBJVON nebivolol (as hydrochloride) 10rrCSL limited A - New chemical entity or r Approved 
NEBILET nebivolol (as hydrochloride) 1 .25 CSL limited A - New chemical entity or r Approved 
LOBIVON nebivolol (as hydrochloride) 1 .2.'CSL limited A - New chemical entity or r Approved 
Vimpat (lacosamide) 100 mg film-coated tcUCB Australia Pty ltd T/A UOA - New chemical entity or r Approved 
Vimpat (lacosamide) 200 mg film-coated tc UCB Australia Pty Ltd TI A UO A - New chemical entity or r Approved 
Vimpat (lacosamide) treatment initiation p UCB Australia Pty Ltd T/A UOA- New chemical entity or r Approved 
Vimpat (lacosamide) 1SO mg film-coated t< UCB Australia Pty Ltd T/A UC1A- New chemical entity or r Approved 
Vimpat (lacosamide) 200 mg/20 ml injecti• UCB Australia Pty ltd T/A UCA - New chemical entity or rApproved 
Vimpat (lacosamide) 1 S  mg/ml oral solutic UCB Australia Pty Ltd T/A UC A - New chemical entity or rApproved 
Vimpat (lacosamide) 1 S  mg/ml oral solutic UCB Australia Pty Ltd T/A UC A - New chemical entity or r Approved 
Vim pat (lacosamide) SO mg film-coated tat UCB Australia Pty Ltd T/A UC A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol-ep• Roche Products Pty Ltd A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol-ep• Roche Products Pty Ltd A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol-ep• Roche Products Pty Ltd A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol-ep1Roche Products Pty Ltd A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol·epi Roche Products Pty Ltd A - New chemical entity or r Approved 
MIRCERA methoxy polyethylene glycol-epi Roche Products Pty Ltd 
MIRCERA methoxy polyethylene glycol·epiRoche Products Pty Ltd 
MIRCERA methoxy polyethylene glycol·ep1 Roche Products Pty Ltd 
MIRCERA methoxy polyethylene glycol-ep• Roche P rodu cts Pty Ltd 
MIRCERA methoxy polyethylene glycol·ep1 Roche Produ cts Pty Ltd 
MIRCERA methoxy polyethylene glycol-ep1 Roche Products Pty Ltd 
MIRCERA methoxy polyethylene glycol·ep• Roche Products Pty Ltd 
MIRCERA methoxy polyethylene glycol-ep• Roche Products Pty Ltd 
MIRCERA methoxy polyethylene glyco!-ep• Roche Products Pty Ltd 
STE LARA ustekinumab 45 mg/0.S ml solut Janssen-Cilag Pty Ltd 
STELARA ustekinumab 90 mg/l ml solutio Janssen-Cilag Pty Ltd 
ACAM2000 Smallpox vaccine (live vaccinia Baxter Healthcare Pty ltd 
RHOPHYLAC 1500IU Human Anti·D immun CSL limited 
EVOLTRA clofarabine 20 mg/20 ml concen Hospira Pty limited 

A - New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A - New chemical entity or rApproved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A - New cherr Orphan Approved 

CIRCADIN melatonin 2 mg prolonged relea Commercial Eyes Pty ltd A - New chemical entity or r Approved 
ZELDOX IM ziprasidone (as mesilate) 20 mrPfizer Australia Pty ltd A - New chemical entity or r Approved 
SIMPONI SMARTJECT INJECTOR golimuma Schering-Plough Pty limited A ·  New chemical entity or r Approved 
SIMPONI golimumab (rmc) SO mg solutiorSchering-Plough Pty limited A - New chemical entity or rApproved 
VIDA7.A azacitidine 100mg Powder for 5usr Celgene Pty limited A - New ch err Orphan Approved 
ZOLINZA vorinostat 100 mg capsules Merck Sharp & Dahme Austr.A - New ch err Orphan Approved 
CIMZIA certolizumab pegol (rbe) 200 mg/n UCB Australia Pty Ltd T/A UC A - New chemical entity or r Approved 
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147832 200 7-3588-4 
147833 200 7-3588-4 
147834 200 7-3588-4 
147835 200 7-3588-4 
147836 200 7-3588-4 
147837 200 7-3588-4 
147838 200 7-3588-4 
147839 200 7-3588-4 
147840 200 7-35884 
147841 200 7-35884 
147842 200 7-3588-4 
147843 200 7-3588-4 
147844 200 7-3588-4 
147845 200 7-3588-4 
147846 2007-3588-4 
147847 200 7-3588-4 
147848 200 7-3588-4 
147849 200 7-3588-4 
147850 200 7-3588-4 
147851 200 7-3588-4 
147852 200 7-3588-4 
147853 200 7-3588-4 
147854 200 7-35884 
147855 200 7-35884 
147856 200 7-3588-4 
147857 200 7-3588-4 
147858 200 7-3588-4 
147859 2007-3588-4 
147860 200 7-3588-4 
14786 1 200 7-3588-4 
157279 PM-200 8-0 3232-3-2 
156 330 2008-2935-4 
156 459 2008-2935-4 
1550 72 2008-2245-4 
1550 74 2008-2245-4 
15956 1 PM-2009-00158-3-5 
15956 5 PM-2009-00158-3-5 
153873 2008-2175-5 
153874 2008-2175-5 
156 137 200 8-3132-3 
156 138 200 8-3132-3 
159573 PM-2009-00281-3-2 
158423 PM-2008-03602-3-4 
158477 PM-2009-0000 1-3· 2 
159322 PM-2009-00 390 -3-5 
159323 PM-200 9-00390 -3-5 
159324 PM-200 9-00390-3-5 
160313 PM-200 9-00755-3-2 
16 1281 PM-2009-01084-3-4 
16 1282 PM-2009-01084-3-4 
158356 PM-2009-00082-3-4 
158419 PM-2009-00082-3-4 

GRANDICRIT epoetin lambda (rch) 7,000 I L  Sandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) 2,000 IU/1 Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 4,000 IL Sandoz Pty Ltd 
NOVJCRIT epoetin lambda (rch) 7,000 IU/O Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 6 ,000 IL Sandoz Pty Ltd 
NOVICRlT epoetin lambda {rch) 8,000 IU/O Sandoz Pty Ltd 
NOVICRIT epoetin lambda {rch) 9,000 IU/O Sandoz Pty Ltd 
ACZICRIT epoetin lambda {rch) 7,000 IU/O. Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 8,000 IU/O. Sandoz Pty Ltd 
ACZlCRIT epoetln lambda (rch) 9,000 IU/O:Sandoz Pty Ltd 
NOVICRITepoetin lambda (rch) 10,000 IU/lSandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) 4,000 JU/O Sandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) 6 ,000 JU/O Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 5,000 IU/O. Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 3,000 IU/O. Sandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) 1,000 IU/O Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 10,000 I Sandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) 3,000 IU/O Sandoz Pty Ltd 
ACZICRlTepoetin lambda (rch) 6,000 lU/O. Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 9,000 I L  Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 4,000 IU/O.·Sandoz Pty Ltd 
GRANOICRIT epoetin lambda (rch) S,000 I L  Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 2,000 IU/1.•Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 1,000 IU/O. Sandoz Pty Ltd 
GRANOICRIT epoetin lambda (rch) 3,000 I LSandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 2,000 I L  Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 8,000 I L  Sandoz Pty Ltd 
NOVICRIT epoetin lambda (rch) S,000 IU/O Sandoz Pty Ltd 
GRANDICRIT epoetin lambda (rch) 1,000 IL Sandoz Pty Ltd 
ACZICRIT epoetin lambda (rch) 10,000 IU/JSandoz Pty Ltd 
BERINERT human Cl esterase inhibitor po\ CSL limited 
BERIPLEX P/N human prothrombin compleCSL limited 
BERIPLEX P/N human prothrombin compteCSL limited 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
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A - New chemical entity or r Approved 
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A - New chemical entity or r Approved 
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A - New chemical entity or r Approved 
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A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A - New chemical entity or r Approved 
A· New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A ·  New cherr Orphan Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 

FIRMAGON degarelix (as acetate) 120mg p Ferring Pharmaceuticals Pty IA - New chemical entity or r Approved 
FIRMAGON degarelix (as acetate) 80 mg po Ferring Pharmaceuticals Pty I A - New chemical entity or r Approved 
GALVUS vildagliptin SO mg tablets blister p Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 
XIUARX vildagliptin SO mg tablets blister p. Novartis Pharmaceuticals PtyA- New chemical entity or r Approved 
CAFNEA INJECTION caffeine citrate injectic Phebra Pty Ltd A - New cherr Orphan Approved 
CAFNEA ORAL SOLUTION caffeine citrate o Phebra Pty Ltd A - New chemical entity or r Approved 
CLEVIPREX clevidipine butyrate, 2S mg in 5Kendle R and D Pty Limited A - New chemical entity or r Approved 
CLEVIPREX clevidipine butyrate, 50 mg in l Kendle R and D Pty Limited A - New chemical entity or r Approved 
!LARIS canakinumab lSO mg powder for in. Novartis Pharmaceuticals PtyA- New cherrOrphan Approved 
MOZOBIL plerixafor 20 mg/ml solution for Genzyme Australasia Pty Ltd A - New cherrOrphan Approved 
MENVEO meningococcal (Groups A, C, W-:Novartis Vaccines & DiagnostA - New chemical entity or rApproved 
PROLIA denosumab 60 mg/1ml solution foAmgen Australia Pty Ltd A - New chemical entity or r Approved 
PROLIA denosumab 60 mg/lml solution foAmgen Australia Pty Ltd A ·  New chemical entity or r Approved 
PROLIA denosumab 60 mg/lml solution foAmgen Australia Pty Ltd A - New chemical entity or r Approved 
FIRAZYR icatibant (as acetate) 30 mg/3 ml Shire Australia Pty Ltd A ·  New cherrOrphan Approved 
VOTRIENT pazopanib 400 mg tablet bottle GlaxoSmithKline Australia Pt)A � New ch err Orphan Approved 
VOTRIENT pazopanib 200 mg tablet bottle GlaxoSmithKline Australia Pt)A- New ch err Orphan Approved 
REVOLADE eltrombopag SOmg film-coated GlaxoSmithKline Australia Pt)A- New cherr Orphan Approved 
REVOLADE eltrombopag 2Smg film-coated GlaxoSmithKline Australia Pt)A- New cherr Orphan Approved 
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160172 PM-200 9-00350-3-5 
160176 PM-200 9-00350-3-5 
160177 PM-200 9-00350-3-5 
160178 PM-200 9-00350-3-5 
156 356 2008-3045-3 
156373 2008-3045-3 
156 374 2008-3045-3 
1 56 379 200 8-3045-3 
1 56385 2008-30 45-3 
1 56386 200 8-30 45-3 
160 856 PM-2009-00926 -3-1 
160857 PM-200 9-00926 -3-1 
160858 PM-200 9-00926 -3-1 
160859 PM-200 9-00926 -3-1 
160860 PM-2009-00 926-3-1 
160645 PM-2009-00870-3-5 
160646 PM-2009-00870-3-5 
1 5571 7 2008-3043-3 
16 2828 PM-200 9-01 838-3-4 
1 5971 2 PM-2009-00 483-3-1 
16 221 5 PM-2009-01 554-3-2 
1 53980 200 8-211 3-5 
153381 2008-1 961-2 
1 47946 200 7-361 4-3 
160106 PM-200 9-00676 -3-4 
160107 PM-200 9-00676 -3-4 
160108 PM-2009-00676 -3-4 
164163 PM-2009-02266-3-3 
164173 PM-200 9-0 2266 -3-3 
164174 PM-200 9-0 2266 -3-3 
16 5738 PM-2009-02891-3-3 
16 5310 PM-200 9-02488-3-1 
16 531 7 PM-200 9-02488-3-1 
16 531 8 PM-200 9-02488-3-1 
16 370 2 PM-200 9-0 21 59-3-4 
165332 PM-2009-0 2489-3-1 
165346 PM-2009-02489-3-1 
165347 PM-2009-0 2489-3-1 
165356 PM-2009-0 2489-3-1 
165357 PM-200 9-0 2489-3-1 
16 9890 PM-2010-00401 -3-1 
16 9896 PM-2010-00401 -3-1 
16 9897 PM-2010-00401 -3-1 
164548 PM-2009-02495-3-2 
164549 PM-2009-02495-3-2 
164550 PM-2009-02495-3-2 
164SS1 PM-2009-02495-3-2 
166 2S4 PM-200 9-0 31 31 -3-2 
166767 PM-2009-03102-3-4 
166772 PM-2009-03102-3-4 
166773 PM-2009-03102-3-4 
161 984 PM-2009-01335-3-5 

ONBREZ BREEZHALER indacaterol maleate Novartis Pharmaceuticals PtyA - New chemical entity or r Approved 
ARBEELA BREEZHALER indacaterol ma!eate Novartis Pharmaceuticals Pty A - New chemical entity or r Approved 
ONBREZ BREEZHALER indacaterol ma!eate Novartis Pharmaceuticals Pty A - New chemical entity or r Approved 
ARBEELA BREEZHALER indacaterol maleateNovartis Pharmaceuticals Pty A - New chemical entity or r Approved 
MULTAQdronedarone 400 mg film-coated Sanofi-Aventis Australia Pty t A - New chemical entity or r Approved 
MULTAQdronedarone 400mg film-coated Sanofi-Aventis Australia Pty t A - New chemical entity or r Approved 
DRONEDARONE SANOFI dronedarone 400 rSanofi-Aventis Australia Pty t A - New chemical entity or r Approved 
DRONEDARONE SANOFI dronedarone 400 r Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
DRONEDARONE WINTHROP dronedarone •Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
DRONEDARONE WINTHROP dronedarone •Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
I NV EGA SUSTENNA paliperidone (as pa!mi1 Janssen-Ci lag Pty ltd A - New chemical entity or r Approved 
INVEGA SUSTENNA paliperidone (as pa!mil Janssen-Cilag Pty ltd A - New chemical entity or r Approved 
INVEGA SUSTENNA paliperidone (as palmil Janssen-Cilag Pty ltd A - New chemical entity or r Approved 
INVEGA SUSTENNA paliperidone (as palmil Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
INVEGA SUSTENNA paliperidone (as palmitJanssen-Ci!ag Pty ltd A - New chemical entity or r Approved 
ELONVA corifollitropin alfa 1 50 microgram Schering-Plough Pty limited A - New chemical entity or r Approved 
ELONVA corifollitropin alfa 100 microgram Schering-Plough Pty limited A - New chemical entity or r Approved 
OMACOR (Omega-3-add ethyl esters 90 ) ! Abbott Products Pty Ltd A - New chemical entity or r Approved 
RIASTAP human fibrinogen lg powder for i CSL Limited A - New cherr Orphan Approved 
VALDOXAN agomelatine 25 mg film coatedServier Laboratories {Australi A - New chemical entity or r Approved 
IMOJEV Japanese encephalitis vaccine {liv« Sanofi Pasteur Pty Ltd A - New chemical entity or r Approved 
VICTOZA liraglutide {rys) 6 mg/ml solution Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
Pandemic Influenza Vaccine HSNl BAXTER Baxter Healthcare Pty ltd A - New chemical entity or r Approved 
PRILIGY dapoxetine 30 mg (as hydrochloricJanssen-Cilag Pty Ltd A - New chemical entity or r Approved 
NIVESTIM filgrastim (rbe) 1 20 microgram/O Hospira Pty limited A - New chemical entity or r Approved 
NIVESTlM filgrastim (rbe) 480microgram/0 Hospira Pty Limited A - New chemical entity or r Approved 
NIVESTIM frlgrastim (rbe) 300microgram/O Hospira Pty Limited A - New chemical entity or r Approved 
ORFADIN nitisinone 2mg capsule bottle Orphan Australia Pty Ltd A - New cherrOrphan Approved 
ORFADIN nitisinone Smg capsule bottle Orphan Australia Pty Ltd A - New cherrOrphan Approved 
ORFADIN nitisinone lOmg capsule bottle Orphan Australia Pty Ltd A - New cherrOrphan Approved 
KUVAN sapropterin dihydrochloride 100 m Merck Serono Australia Pty L A - New ch err Orphan Approved 
PALEXIA IR tapentadol (as hydrochloride) � CSL limited A - New chemical entity or r Approved 
PALEXIA IR tapentadol (as hydrochloride) �CSL limited A - New chemical entity or r Approved 
PALEXIA IR tapentadol (as hydrochloridel :lCSL Limited A - New chemical entity or r Approved 
ARZERRA ofatumumab lOOmg/Sml injectic GlaxoSmithKline Australia Pt>iA- New chemical entity or r Approved 
PALEXIA SR tapentadol (as hydrochloride) CSL limited A - New chemical entity or r Approved 
PALEXIASR tapentadol (as hydrochloride) CSL Limited A - New chemical entity or r Approved 
PALEXIA SR tapentadol (as hydrochloride) CSL Limited A - New chemical entity or r Approved 
PALEXIA SR tapentadol (as hydrochloride) CSL Limited A - New chemical entity or r Approved 
PALEXIA SR tapentadol (as hydrochloride) CSL Limited A - New chemical entity or r Approved 
GILENYA fingolimod (as hydrochloride) 0.5 Novartis Pharmaceuticals Au: A - New chemical entity or r Approved 
FYNEFTA fingolimod {as hydrochloride) 0.5 Novartis Pharmaceuticals Au!A · New chemical entity or r Approved 
FILOSIR fingo!imod (as hydrochloride) 0 . 5  1 Novartis Pharmaceuticals Au! A - New chemical entity or r Approved 
INTRATECT 2.Sg in SOml human normal irr link Medical Products Pty lt1 A - New chemical entity or r Approved 
!NTRATECT lOg in 200 ml human normal i i  Link Medical Products Pty lt< A - New chemical entity or r Approved 
INTRATECT lg in 20 ml human normal imr Link Medical Products Pty lt< A - New chemical entity or r Approved 
INTRATECT Sg in lOOml human normal im1 Link Medical Products Pty ltt A - New chemical entity or r Approved 
AREPANRIX HSNl pandemic influenza vaccGlaxoSmithKline Australia Pt>iA- New chemical entity or r Approved 
JAVLOR vinflunine ditartrate S0 mg/2ml co Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JAVLOR vinflunine ditartrate 100 mg/4ml c Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JAVLOR vinflunine ditartrate 2S0 mg/10ml Pierre Fabre Medicament Au A - New chemical entity or r Approved 
MENOPUR Gonadotrophin - human meno1 Ferring Pharmaceuticals Pty I A - New chemical entity or r Approved 

2/0 7/2010 
2/0 7/2010 
2/0 7/2010 
2/0 7/2010 

1 9/07/2010 
1 9/07/2010 
1 9/07/2010 
1 9/0 7/2010 
1 9/0 7/2010 
1 9/0 7/2010 
20 /0 7/2010 
20 /0 7/2010 
20/0 7/2010 
20/07/2010 
20/07/2010 
21 /07/2010 
21 /07/2010 
28/0 7/2010 

2/0 8/2010 
S/0 8/2010 

16/08/2010 
1 8/08/2010 
23/08/2010 
27/0 8/2010 
1 3/0 9/2010 
1 3/0 9/2010 
1 3/0 9/2010 
14/10/2010 
14/10/2010 
14/10/2010 
21 /10/2010 
1 7/11/2010 
1 7/11/2010 
1 7/11/2010 
lS/12/2010 
24/1 2/2010 
24/1 2/2010 
24/1 2/2010 
24/1 2/2010 
24/1 2/2010 
1 9/01/2011 
1 9/01/2011 
1 9/01/2011 

3/0 2/2011 
3/0 2/2011 
3/0 2/2011 
3/0 2/2011 

10/0 2/2011 
11/0 2/2011 
11/0 2/2011 
11/0 2/2011 
28/0 2/2011 

3/0 8/2010 
3/0 8/2010 
3/0 8/2010 
3/0 8/2010 
2/0 8/2010 
2/0 8/2010 
2/0 8/2010 
2/0 8/2010 
2/0 8/2010 
2/0 8/2010 

28/0 7 /2010 Psycholeptics - NOS 
28/0 7 /2010 Psycholeptics - NOS 
28/0 7/2010 Psycholeptics - NOS 
28/0 7 /2010 Psycholeptics - NOS 
28/0 7 /2010 Psycholeptics - NOS 
30/07/2010 
30 /0 7/2010 

5/0 8/2010 
9/0 8/2010 Antithrombotic agents - BOl,Vitamin K and other hemost< 

9/0 8/2010 
23/0 8/2010 Encephalitis vaccines - J0 7BA 
26/08/2010 

3/0 9/2010 
2/0 9/2010 

16/09/2010 Jmmunostimulants - L0 3 
16/0 9/2010 lmmunostimulants � L0 3 
16/0 9/2010 lmmunostimulants - L0 3 

22/11/2010 
22/11/2010 
22/11/2010 

28/10/2010 Other alimentary tract and metabolism products - A16A 
22/11/2010 
22/11/2010 
22/11/2010 
24/01 /2011 Monoclonal antibodies - LOlXC 
1 9/01/2011 
1 9/01/2011 
1 9/01/2011 
1 9/01/2011 
1 9/01/2011 

1/02/2011 
1/02/2011 
1/02/2011 

16/02/2011 Jmmunoglobulin, normal human - J06 BA 
16/02/2011 lmmunoglobulin, normal human - J06 BA 
16/02/2011 lmmunoglobulin, normal human - J06 BA 
16/02/2011 lmmunoglobulin, normal human - J06 BA 
22/0 2/2011 Influenza vaccines - J0 7BB 
22/0 2/2011 
22/0 2/2011 
22/0 2/2011 
1 3/0 9/2011 



16 1985 PM-2009-0 1335 -3-5 
15 790 7 PM-2008-0 346 9-3-5 
166561 PM-200 9-0 3233-3-1 
166562 PM-200 9-03233-3-1 
16 7943 PM-200 9-03929-3-2 
16 7949 PM-200 9-03929-3-2 
1696 21 PM-2010-0030 7-3-5 
16 96 22 PM-20 10 -00 30 7-3-5 
1696 23 PM-20 10 -0030 7-3-5 
16 9625 PM-20 10 -00 30 7-3-5 
16 9626 PM-20 10 -0030 7-3-5 
16 96 28 PM-2010-0030 7-3-5 
16 96 29 PM-20 10 -00 30 7-3-5 
16 9630 PM-20 10 -00 30 7-3-5 
16 96 32 PM-2010 -00 30 7-3-5 
16 96 33 PM-2010 -00 30 7-3-5 
16 9635 PM-2010-0030 7-3-5 
16 96 37 PM-2010-0030 7-3-5 
16 2636 PM-200 9-0 16 23-3-4 
16 2641 PM-200 9-0 16 23-3-4 
16880 3 PM-2009-0 3896 -3-5 
170002 PM-20 10 -005 24-3-1 
16 7237 PM-2009-03523-3-3 
174319 PM-2010-02212-3-4 
174322 PM-2010-02212-3-4 
174326 PM-2010-02212-3-4 
174327 PM-2010-02212-3-4 
172244 PM-2010-01492-3-3 
16 840 3 PM-2010-00277-3-2 
16 8332 PM-20 10 -00 254-3-5 
16 3675 PM-200 9-0 1996 -3-4 
16 36 77 PM-200 9-0 1996 -3-4 
172213 PM-20 10 -0 1598-3-5 
172234 PM-20 10 -0 15 98-3-5 
172235 PM-20 10 -0 15 98-3-5 
170 172 PM-20 10 -00 798-3-1 
17245 7 PM-20 10 -00 798-3-1 
176746 PM-20 10 -0 3060 -3-1 
176 747 PM-20 10 -0 3060 -3-1 
175 499 PM-20 10-0 2400 -3-5 
176508 PM-2010-02708-3-1 
176512 PM-2010-02708-3-1 
176513 PM-2010-02708-3-1 
176514 PM-2010-02708-3-1 
1765 15 PM-2010-02708-3-1 
176519 PM-2010-02708-3-1 
176640 PM-2010-02898-3-3 
176658 PM-2010-02898-3-3 
176659 PM-2010 -02898-3-3 
175500 PM-2010-02565-3-4 
175501 PM-2010 -02565 -3-4 
175502 PM-2010 -0 2565 -3-4 

MENOPUR Gonadotrophin - human meno1 Ferring Pharmaceuticals Pty I A - New chemical entity o r  r Approved 
ONGLYZA saxagliptin (as hydrochloride) 5 r Bristol-Myers Squibb AustraliA- New chemical entity o r  r Approved 
SAPHRIS asenapine (as maleate) lOmg sub Schering-Plough Pty limited A - New chemical entity o r  r Approved 
SAPHRIS asenapine (as maleate) Smg subli Schering-Plough Pty limited A - New chemical entity or r Approved 
Aflunov(r) P repandemic Influenza Vaccine, Novartis Vaccines & OiagnostA- New chemical entity or r Approved 
Prepandemic Influenza Vaccine HSNl (sur Novartis Vaccines & Oiagnost A - New chemical entity or r Approved 
ACTRAPIO INNOLET human insulin {rys) 10 Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
ACTRAPID FLEXPEN human insulin (rys) 10 · Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
ACTRAPID PENFILL human insulin (rys) 10 0 Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
ACTRAPIO human insulin (rys) lOOIU/ml in Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
MIXTARD 30/70 FlexPen human insulin {ry Novo Nordisk PharmaceuticaA - New chemical entity o r  r Approved 
MIXTARD 30 /70 lnnolet human insulin (ry Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
MIXTARD 30/70 Penfill human insulin (rys) Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
MIXTARD 50/50 Penfill human insulin (rys) Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
PROTAPHANE FLEXPEN human insulin (rys Novo Nordisk Pharmaceutica A - New chemical entity or r Approved 
PROTAPHANE lnnolet human insulin (rys) Novo Nordisk Pharmaceutica A - New chemical entity o r  r Approved 
PROTAPHANE Penfill human insulin (rys) 1 Novo Nordisk Pharmaceutica A - New chemical entity o r  r Approved 
PROTAPHANE human insulin {rys) lOOIU/rr Novo Nordisk Pharmaceutica A - New chemical entity o r  r Approved 
FERINJECT iron (as ferric carboxymaltose)  ;Vifor Pharma Pty ltd A - New chemical entity o r  r Approved 
FERINJECT iron (as ferric carboxymaltose) !Vifor Pharma Pty ltd A - New chemical entity o r  r Approved 
SAFLUTAN tafluprost 15 micrograms per/m Merck Sharp & Doh me Austr; A - New chemical entity o r  r Approved 
FAMPYRA fampridine lOmg modified relea Biogen Idec Australia Pty ltd A - New chemical entity or r Approved 
BRILi NT A ticagrelor 90 mg tablet blister pa AstraZeneca Pty ltd A - New chemical entity or r Approved 
YERVOY ipilimumab SOmg in lOml (Smg/rr Bristol-Myers Squibb AustraHA- New chemical entity or r Approved 
YERVOY ipilimumab 200 mg in 40ml (Smg/ Bristol-Myers Squibb AustraliA- New chemical entity or r Approved 
WING LORE ipilimumab SOmg in lOml (Sm1 Bristol-Myers Squibb Austra!i A - New chemical entity or r Approved 
WING LORE ipilimumab 200 mg in 40 ml (Sn Bristol-Myers Squibb Australi A - New chemical entity or r Approved 
ELIQUIS apixaban 2.Smg film coated tablet Bristol-Myers Squibb Australi A - New chemical entity or r Approved 
MENACTRA Meningococcal {Groups A, C, YSanofi Pasteur Pty ltd A - New chemical entity or r Approved 
ZOELY nomegestrol acetate 2.S mg and es1 Merck Sharp & Dohme Austr;A - New chemical entity or r Approved 
TEVAGRASTJM filgrasti m 300 microgram/0 Aspen Pharmacare Australia ! A - New chemical entity or r Approved 
TEVAGRASTIM filgrastim 480 microgram/a Aspen Pharmacare Australia ! A - New chemical entity o r  r Approved 
LEVE MIR PENFILL insulin detemir (rys) 100 Novo Nordisk PharmaceuticaA - New chemical entity or r Approved 
LEVEMIR FLEXPEN insulin detemir (rys) 10 1 Novo Nordisk PharmaceuticaA - New chemical entity o r  r Approved 
LEVEMIR JN NOLET insulin detemir (rys) 10 1Novo Nordisk Pharmaceutica A - New chemical entity o r  r Approved 
AZILECT rasagiline mesilate tablet blister p Lundbeck Australia Pty ltd A - New chemical entity o r  r Approved 
AZllECT rasagiline mesilate tablet bottle Lundbeck Australia Pty ltd A - New chemical entity o r  r Approved 
RESOTRANS prucalopride (as succinate) 2n Janssen-Cilag Pty ltd A - New chemical entity o r  r Approved 
RESOTRANS pruca!opride (as succinate) lnJanssen-Cilag Pty ltd A - New chemical entity or r Approved 
TRAJENTA linagliptin S mg film-coated tabl Boehringer lngelheim Pty ltd A - New chemical entity o r  r Approved 
JONCJA milnacipran hydrochloride 25 mg c Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JONCIA milnacipran hydrochloride 25 mg c Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JONCIA milnacipran hydrochloride SO mg c Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JONCIA milnacipran hydrochloride SO mg c Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JONCIA milnacipran hydrochloride 100 mg Pierre Fabre Medicament Au A - New chemical entity or r Approved 
JONCIA milnacipran hydrochloride 100 mg Pierre Fabre Medicament Au A - New chemical entity or r Approved 
LIVALO pitavastatin 1 mg film-coated table Abbott Australasia Pty ltd A - New chemical entity or r Approved 
LIVALO pitavastatin 2 mg film-coated table Abbott Australasia Pty ltd A - New chemical entity or r Approved 
LIVALO pitavastatin 4 mg film-coated table Abbott Australasia Pty ltd A - New chemical entity or r Approved 
JEVTANA cabazitaxel 60 mg/1.Sml concentSanofi-Aventis Australia Pty l A - New chemical entity o r  r Approved 
CABAZlTAXEL WINTHROP cabazitaxel 60 mJ Sanofi·Aventis Australia Pty l A - New chemical entity o r  r Approved 
CABAZITAXEL SANO Fl cabazitaxel 60 mg/1.�Sanofi-Aventis Australia Pty l A - New chemical entity o r  r Approved 

28/0 2/20 11 
7/0 3/20 11 
7/0 3/20 11 
7/0 3/20 11 

16/03/20 11 
16/03/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/0 3/20 11 
29/03/20 11 
29/03/20 11 
29/0 3/20 11 
5/0 4/20 11 
5 /0 4/20 11 
6 /05 /20 11 

13/05/20 11 
9/06/2011 

27/06/2011 
27/06/2011 
27/06/2011 
27/06/2011 
14/0 7/20 11 
20/07/20 11 
10/0 8/20 11 
16/08/20 11 
16/08/20 11 
31/08/20 11 
31/08/20 11 
31/08/20 11 
12/09/20 11 
12/09/20 11 

4/10/20 11 
4/10/20 11 

21/10/20 11 
4/11/20 11 
4/11/20 11 
4/11/20 11 
4/11/20 11 
4/11/20 11 
4/11/20 11 

25/11/20 11 
2S/11/20 11 
2S/11/20 11 

S/12/20 11 
5/12/20 11 
5/12/20 11 

13/0 9/20 11 
18/03/20 11 
11/03/20 11 Antipsychotics - NOSA 
11/03/20 11 Antipsychotics - NOSA 
19/05/20 11 
19/05/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/04/20 11 
28/04/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/0 4/20 11 
28/04/20 11 
21/04/20 11 
21/04/20 11 
14/02/20 12 
24/05 /20 11 
21/06/20 11 

4/07/20 11 
4/07/20 11 
4/07/20 11 
4/07/20 11 

21/07/20 11 
21/07/20 11 Meningococcal vaccines - J07AH 
lS/08/20 11 Progestogens and estrogens, fixed combinations - G03AA 
29/0 8/20 11 
29/0 8/20 11 

9/0 9/20 11 
9/0 9/20 11 
9/0 9/20 11 
6/02/2012 Monoamine oxidase B inhibitors - N0 4BD 
6 /0 2/20 12 Monoamine oxidase B inhibitors - N0 4BD 
7/10/20 11 
7/10/20 11 
1/11/20 11 

17/11/20 11 
17/11/20 11 
17/11/20 11 
17/11/20 11 
17/11/20 11 
17/11/20 11 
27/0 8/20 13 
27/0 8/20 13 
27/0 8/20 13 

8/12/20 11 
8/12/20 11 
8/12/20 11 



1 76666 PM-2010-03030-3-2 
1 790 59 PM-2010 -0 3273-3 
1 76845 PM-2010 -0 2975-3-1 
1 730 77 PM-2010-01980-3-2 
1 730 78 PM-2010-01980-3-2 
180859 PM-2010-03802-3 
180860 PM-2010-03802-3 
180965 PM-2010-03810-3-3 
1 80138 PM-2010-03576-3-2 
1 79687 PM-2010-0 30 75-3 
1 80314 PM-2010-03604-3-4 
180 340 PM-2010 -0 3604-3-4 
1 7751 3 PM-2010 -0 31 59-3-2 
1 76601 PM-2010-02939-3-5 
1 7660 2 PM-2010-02939-3-5 
181978 PM-2011-00150-3 
1 83674 PM-2011 -00 795-3 
1 83411 PM-2011-00501-3-1 
1 7751 7 PM-2010-03182-3-3 
1 7770 8 PM-2010-03182-3-3 
1 80894 PM-2010-03573-3 
184856 PM-2011 -00 876-3 
184857 PM-2011 -00876-3 
184858 PM-2011 -00876-3 
184859 PM-2011 -00876-3 
1 75671 PM-2010-02694-3-5 
190963 PM-2011-02752-3 
190964 PM-2011-02752-3 
190965 PM-2011-0 2752-3 
1 90966 PM-2011-02752-3 
1 871 36 PM-2011-01624-3 
180139 PM-2010 -0381 2-3 
180141 PM-2010 -0381 2-3 
180146 PM-2010 -0381 2-3 
180147 PM-2010 -0 381 2-3 
180149 PM-2010 -0 381 2-3 
180150 PM-2010 -0 381 2-3 
180152 PM-2010 -0 381 2-3 
181318 PM-2009-03561-3-4 
181319 PM-2009-03561-3-4 
1 91517 PM-2011-02800-3 
192725 PM-2011 -02800-3 
190113 PM-2011 -0 2307-3 
1 90122 PM-2011 -0 2307-3 
1 91 696 PM-2011-02772-3 
1 91 700 PM-2011-02772-3 
1 92672 PM-2011 -0 2772-3 
1 92492 PM-2011 -0 31 53-3 
1 92493 PM-2011 -0 31 53-3 
1 92496 PM-2011 -0 3002-3 
1 92497 PM-2011 -0 300 2-3 
188346 PM-2011 -01 596-3-5 

EDURANT rilpivirine 25 mg (as hydrochloridanssen-Cilag Pty ltd A - New chemical entity or r Approved 
VICTRELIS boceprevir 200 mg capsule blist Schering-Plough Pty limited A - New chemical entity or r Approved 
LUCASSIN terlipressin 0.85 mg powder for lkaria Australia Pty Ltd A - New cherrOrphan Approved 
BENLYSTA belimumab 1 20 mg powder for GlaxoSmithKline Australia Pt\A - New chemical entity or r Approved 
BENLYSTA belimumab 400 mg powder for GlaxoSmithKline Australia Pt\A - New chemical entity or r Approved 
EYLEA aflibercept (rch) 40 mg/ml solution Bayer Australia Ltd A - New chemical entity or r Approved 
EYLEA aflibercept (rch) 40 mg/ml solution Bayer Australia Ltd A - New chemical entity or r Approved 
VPRIV velaglucerase alfa 400 Units powde1 Shire Australia Pty Ltd A - New cherr Orphan Approved 
INCIVO telaprevir 37S mg film-coated tabl£Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
NULOJJX belatacept (rch) 2S0 mg powder f Bristol-Myers Squibb AustraliA- New chemical entity or r Approved 
ZYTIGA abiraterone acetate 250 mg tablet Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
JANSSEN ABIRATERONE abiraterone acetatJanssen-Cilag Pty Ltd A· New chemical entity or r Approved 
CINRYZE Cl esterase inhibitor 500 units poCedarglen Investments Pty l1 A - New cherrOrphan Approved 
SAMS CA to!vaptan 30 mg tablet blister pac Orphan Australia Pty Ltd A - New chemical entity or r Approved 
SAMS CA tolvaptan 1 5  mg tablet blister pac Orphan Australia Pty Ltd A ·  New chemical entity or r Approved 
Sativex Oromucosal Spray, nabiximols 80 n Novartis Pharmaceuticals Aw A - New chemical entity or r Approved 
ZELBORAF vemurafenib 240 mg film-coate• Roche Products Pty Ltd A - New ch err Orphan Approved 
XIFAXAN rifaximin 550 mg tablet blister pa Norgine Pty Ltd A - New ch err Orphan Approved 
GLYPRESSIN POWDER terlipressin 0.85 mg Ferring Pharmaceuticals Pty I A - New cherr Orphan Approved 
GLYPRESSIN SOLUTION terlipressin 0 .85 m Ferring Pharmaceuticals Pty I A ·  New cherr Orphan Approved 
VALOID cyclizine lactate 50 mg/1 ml inject Link Medical Products Pty Lt1 A - New chemical entity or r Approved 
INLYTA axitinib 1 mg tablet blister pack Pfizer Australia Pty Ltd A - New cherr Orphan Approved 

INLYTA axitinib 1 mg tablet bottle Pfizer Australia Pty Ltd A - New cherr Orphan Approved 

INLYTA axitinib 5 mg tablet bottle Pfizer Australia Pty Ltd A - New cherrOrphan Approved 
I NL YT A axitinib 5 mg tablet blister pack Pfizer Australia Pty Ltd A - New cherrOrphan Approved 
MIFEPRISTONE LINEPHARMA 200 MG TAB Marie Stopes International A A - New chemical entity or r Approved 
XALKORI crizotlnib 250 mg capsule bottle Pfizer Australia Pty Ltd A - New chemical entity or r Approved 
XALKORI crizotinib 200 mg capsule blister 1 Pfizer Australia Pty Ltd 
XALKORI crizotinib 250 mg capsule blister J Pfizer Australia Pty Ltd 
XALKORI crizotinib 200 mg capsule bottle Pfizer Australia Pty ltd 
HALAVEN-eribulin mesilate 1 mg/2 ml soil Eisai Australia Pty Ltd 

A - New chemical entity or r Approved 
A· New chemical entity or r Approved 
A ·  New chemical entity or r Approved 
A· New chemical entity or r Approved 

APPEBB dapagliflozin (as propanediol mon Bristol-Myers Squibb Australi A - New chemical entity or r Approved 
BMS DAPAGLIFLOZIN dapagliflozin (as pro1 Bristol-Myers Squibb AustraliA · New chemical entity or r Approved 
AZ DAPAGLIFLOZIN dapagliflozin (as propa Bristol-Myers Squibb Austral iA- New chemical entity or r Approved 
FORXIGA dapagliflozin (as propanediol mo Bristol-Myers Squibb AustraliA- New chemical entity or r Approved 
BMS/AZ DAPAGLIFLOZIN dapaglif!ozin (as 1 Bristol-Myers Squibb Austral iA- New chemical entity or r Approved 
EDISTRlDE dapagliflozin (as propanediol m Bristol-Myers Squibb Austral i A - New chemical entity or r Approved 
EMPLICITI dapagHflozin (as propanediol m• Bristol-Myers Squibb Austral i A - New chemical entity or r Approved 
EVICEL solutions for fibrin sealant 4 ml (tt Johnson & Johnson Medical I A - New chemical entity or r Approved 
EVICEL solutions for fibrin sealant lOml (Uohnson & Johnson Medical I A - New chemical entity or r Approved 
SEEBRI BREEZHALER glycopyrronium (as br Novartis Pharmaceuticals Au� A - New chemical entity or rApproved 
TOVANOR BREEZHALER glycopyrronium (a Novartis Pharmaceuticals Au: A - New chemical entity or r Approved 
PICATO ingenol mebutate 0 .05% (w/w) gel LEO Pharma Pty Ltd A - New chemical entity or r Approved 
PICATO ingenol mebutate 0 .015% (w/w) gt LEO Pharma Pty Ltd A - New chemical entity or r Approved 
TERIFLUNOMIDE WINTHROP teriflunomidtSanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
TERIFLUNOMIDE SANO Fl teriflunomide 14 Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
AUBAGIO teriflunomide 14 mg film-coated Sanofi-Aventis Australia Pty l A - New chemical entity or r Approved 
FOLOTYN pralatrexate 40 mg/2 ml injectioMundipharma Pty Ltd A - New cherr Orphan Approved 
FOLOTYN pralatrexate 20 mg/1 ml injectio Mundipharma Pty Ltd A - New cherr Orphan Approved 
CAPRELSA vandetanib lOOmg film coated t AstraZeneca Pty ltd A - New ch err Orphan Approved 
CAPRELSA vandetanib 300 mg film coated tAstraZeneca Pty Ltd A· New ch err Orphan Approved 
CLOBEX dobetasol propionate 500 microg1 Galderma Australia Pty Ltd A ·  New chemical entity or r Approved 

21 /1 2/2011 
22/1 2/2011 

9/01 /201 2 
1 7/0 2/2012 
1 7/0 2/2012 
23/0 2/2012 
23/0 2/2012 
23/02/2012 
24/0 2/2012 
27/0 2/2012 
27/0 2/20 1 2  
27/0 2/2012 
14/03/2012 
1 5/0 3/201 2 
1 5/0 3/2012 
18/04/2012 
30/04/2012 

4/0 5/2012 
11/05/2012 
11/05/2012 
1 3/06/2012 
1 9/0 7/2012 
1 9/0 7/201 2 
1 9/0 7/201 2 
1 9/0 7/201 2 

7/0 8/2012 
1 5/0 8/2012 
1 5/0 8/2012 
15/08/2012 
15/08/2012 
30/08/2012 

4/10/2012 
4/10/2012 
4/10/2012 
4/10/2012 
4/10/201 2 
4/10/2012 
4/10/201 2 

10/10/2012 
10/10/201 2 
31 /10/201 2 
31 /10 /201 2 

1/11/2012 
1/11/2012 

1 3/11/2012 
1 3/11/2012 
13/11/2012 
20/1 2/2012 
20/1 2/2012 
1 5/01/201 3 
1 5/01/2013 

6/0 2/2013 

23/1 2/2011 
9/01/2012 

11/01/2012 
18/10/2012 lmmunosuppressive agents - L0 4A 
18/10/2012 lmmunosuppressive agents· L0 4A 
7/0 3/2012 Antineovascularisation agents - SOllA 
7/0 3/2012 Antineovascularisation agents - SOllA 

29/02/2012 Enzymes • A1 6AB 
6/0 3/2012 

15/0 3/2012 
1/03/2012 
1/03/2012 
4/04/2012 
4/0 4/2012 
4/04/2012 

26/11/2012 Other analgesics and antipyretics - N0 2BG 
10/05/2012 Other antineoplastic agents - LOlX 

1 7/0 5/201 2 
14/05/2012 
14/05/2012 
1 9/0 6/2012 
26/0 7/2012 
26/0 7/2012 
26/0 7/2012 
26/0 7/2012 

29/0 8/2012 Antiprogestogens - G0 3XB 
27 /0 9/2013 Antineoplastic agents - LOl 
27 /0 9/2013 Antineoplastic agents - LO! 
27 /0 9/2013 Antineoplastic agents - LO! 
27 /0 9/2013 Antineoplastic agents - LOl 

4/0 9/2012 
22/10/201 2 
23/1 2/20 1 2  
23/10/201 2 
22/10/201 2 
22/10/2012 
23/10/2012 
22/10/2012 
22/10/2012 
22/1 2/2012 
12/11/2012 
1 2/11/201 2 

9/11/2012 
9/11/2012 

14/11/201 2 
14/11/201 2 
14/11/201 2 

26/0 2/2015 Folk acid analogues - LOlBA 
26/02/2015 Folic acid analogues - LOlBA 

31 /01/2013 
31 /01/2013 
21 /0 3/2013 



1 92260 PM-2011 -03149-3 
194081 PM-2011-03533-3-2 
1 95234 PM-2011 -0 4301-3 
1 95 939 PM-2,_011-04301 -3 
1 95970 PM-2011 -0 4301-3 
1 95974 PM-2011 -0 4301-3 
1 95975 PM-2011 -0 4301-3 
1 95976 PM-2011 -0 4301-3 
1 92716 PM-2011 -0 316 3-3 
1 9271 7 PM-2011-03163-3 
1 9271 8 PM-2011-03163-3 
1 9271 9 PM-2011-03163-3 
1 92720 PM-2011-0 3163-3 
1 92721 PM-2011-03163-3 
1 92722 PM-2011 -0 3163-3 
1 92723 PM-2011 -0 3163-3 
1 92724 PM-2011 -0 3163-3 
1 95622 PM-2011-04269-3-2 
1 95623 PM-2011-04269-3-2 
1 96108 PM-2011-04271-3-2 
1 96109 PM-2011-04271-3-2 
1 95065 PM-2011 -03860-3 
1 95066 PM-2011-03860-3 
196218 PM-2012-00311-3 
196 234 PM-201 2-00329-3 
200553 PM-2012-02342-3 
1 95150 PM-2011-04248-3 
1 95151 PM-2011-04248-3 
1 95152 PM-2011-04248-3 
1 95153 PM-2011-04248-3 
1 95154 PM-2011-04248-3 
1 95155 PM-2011-04248-3 
1 98932 PM-2012-01504-3 
1 98933 PM-2012-01504-3 
198934 PM-201 2-01504-3 
198935 PM-201 2-01504-3 
198936 PM-201 2-01504-3 
1 98937 PM-201 2-0150 4-3 
1 98654 PM-201 2-01 491 -3 
1 98655 PM-2012-01491-3 
1 9711 8  PM-2012-00808-3 
1 9711 9  PM-2012-00808-3 
1 99226 PM-2012-01494-3 
1 99227 PM-2012-01494-3 
1 99228 PM-2012-01494-3 
1 98947 PM-2012-01489-3 
1 9885 4 PM-2012-01446-3 
1995 84 PM-2012-01472-3 
1 90718 PM-2011-02486-3 
1 90719 PM-2011-02486-3 
200674 PM-2012-02287-3 
210806 PM-2012-02287-3 

Zinforo ceftaroline fosamil 600mg powder AstraZeneca Pty Lti:I A - New chemical entity o r  r Approved 
STRIBILD-300mg tenofovir disoproxil fuma Gilead Sciences Pty ltd A - New chemical entity or r Approved 
ZALTRAP aflibercept 100 mg/4ml injection,Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
AFLITlV aflibercept 100 mg/4ml injection, 15anofi-Aventis Australia Pty l A - New chemical entity or r Approved 
LIDAVEG aflibercept 100 mg/4ml injection,Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
ZAL TRAP aflibercept 200 mg/8ml injection, Sanofi-Aventis Australia Pty LA - New chemical entity or r Approved 
AFLITIV aflibercept 200 mg/8ml injection, 1 5anofi-Aventis Australia Pty LA - New chemical entity or r Approved 
LIDAVEG aflibercept 200 mg/8ml injection,5anofi-Aventis Australia Pty L A - New chemical entity o r  r Approved 
LIXISENATIDE WINTHROP lixisenatide 10 ll Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
LIXISENATIDE WINTHROP lixisenatide 20 ll Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
LIXISENATIDE SANOFI lixisenatide 10 mcg (Sanofi-Aventis Australia Pty L A - New chemical entity o r  r Approved 
lYXUMIA lixisenatide 20 mcg (0 .1 mg/ml) Sanofi-Aventis Australia Pty L A - New chemical entity o r  r Approved 
LIXISENATIDE SANOFI TREATMENT INITJAT Sanofi-Aventis Australia Pty LA· New chemical entity o r  r Approved 
LYXUMIA TREATMENT INITIATION PACK lCSanofi-Aventis Australia Pty LA- New chemical entity o r  i Approved 
LYXUMIA lixisenatide 10 mcg (0 .05mg/ml) Sanofi-Aventis Australia Pty L A ·  New chemical entity or r Approved 
LIXISENATIDE SANOFI lixisenatide 20 mcg (Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
LIXISENATIDE WINTHROP TREATMENT IN!" Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
DIFICID fidaxomicin 200 mg tablet blister p Specialised Therapeutics Aus A - New chemical entity or r Approved 
DIFICIO fidaxomicin 200 mg tablets in bottlSpecialised Therapeutics Aus A - New chemical entity or r Approved 
MYCAMINE micafungin (as sodium) SO mg Astellas Pharma Australia Pty A - New chemical entity or r Approved 
MYCAMINE micafungin (as sodium) 100 m Astellas Pharma Australia Pty A - New chemical entity o r  r Approved 
ZARZIO Sandoz Pty Ltd A - New chemical entity or r Approved 
ZARZJO Sandoz Pty Ltd A - New chemical entity or r Approved 
PERJETA Roche Products Pty Ltd A - New cherr Orphan Approved 
ERIVEDGE vismodegib 150 mg hard capsul•Roche Products Pty Ltd A - New chemical entity or r Approved 
STIVARGA regorafenib 40 mg tablet bottle Bayer Australia ltd A - New chemical entity o r  r Approved 
TROBALT retigabine 400 mg Film-coated talGlaxoSmithKline Australia Pt\ A ·  New chemical entity o r  r Approved 
TROBALT retigabine 200mg Film-coated talGlaxoSmithKline Australia Pt) A - New chemical entity o r  r Approved 
TROBALT retigabine 50mg and lOOmg Film GlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
TROBALT retigabine 50mg Film-coated tab GlaxoSmithKline Australia Pt) A - New chemical entity o r  r Approved 
TROBALT retigabine 300 mg Film-coated ta\ GlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
TROBALT retigabine lOOmg Film-coated talGlaxoSmithKline Australia Pt) A - New chemical entity or r Approved 
JAKAVI ruxolitinib phosphate 20 mg tablet Novartis Pharmaceuticals Au: A - New cherrOrphan Approved 
JAKAVI ruxolitinib phosphate 20 mg tablet Novartis Pharmaceuticals Au: A - New cherrOrphan Approved 
JAKAVI ruxolitinib phosphate 5 mg tablets Novartis Pharmaceuticals Au: A - New cherrOrphan 
JAKAVI ruxolitinib phosphate 5 mg tablets Novartis Pharmaceuticals Au� A - New ch err Orphan 
JAKAVI ruxolitinib phosphate 15 mg tablet Novartis Pharmaceuticals Au:A- New ch ell Orphan 
JAKAVI ruxolitinib phosphate 15 mg tablet Novartis Pharmaceuticals Au:A - New cherr Orphan 
KALYOECO (ivacaftor) 150mg Film-Coated Tudorrose Consulting Pty ltd A - New cherr Orphan 
KALYDECO (ivacaftor) lSOmg Film-CoatedTudorrose Consulting Pty ltd A - New cherr Orphan 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 

TECFIDERA dimethyl fumarate 1 20 mg moc Biogen Idec Australia Pty ltd A - New chemical entity o r  r Approved 
TECFIDERA dimethyl fumarate 240 mg mot Biogen Idec Australia Pty Ltd A - New chemical entity o r  r Approved 
VYVANSE lisdexamfetamine dimesilate 50 r Shire Australia Pty Ltd A - New chemical entity o r  r Approved 
VYVANSE lisdexamfetamine dimesilate 30 r Shire Australia Pty Ltd A - New chemical entity o r  r Approved 
VYVANSE Jisdexamfetamine dimesilate 70 r Shire Australia Pty Ltd A - New chemical entity or r Approved 
ALT ARGO retapamulin 1 %  w/w ointment ti GlaxoSmithKline Australia Pt)A- New chemical entity o r  r Approved 
lstodax (romidepsin) lOmg powder for injeCelgene Australia Pty Ltd A - New cherrOrphan Approved 
XIAFLEX collagenase dostridium histolytic1Actelion Pharmaceuticals Au: A - New chemical entity or r Approved 
BEXSERO- multi-component Meningococc Novartis Vaccines & Diagnosl A - New chemical entity or r Approved 
BEXSERO- multi-component meningococc Novartis Vaccines & DiagnoslA · New chemical entity or r Approved

' 

FLUARIX TETRA inactivated split influenza · GlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
FLUARIX TETRA inactivated split influenza ·GlaxoSmithKline Australia Pt)A - New chemical entity or r Approved 

6/02/2013 
7/0 2/2013 
5/03/2013 
5/03/2013 
5/03/2013 
5/03/2013 
5/03/2013 
5/03/2013 

20/0 3/2013 
20/0 3/2013 
20/03/2013 
20/0 3/2013 
20/0 3/2013 
20/0 3/2013 
20/0 3/2013 
20/0 3/2013 
20 /0 3/2013 
17/04/201 3 
17/04/201 3 

1/05/2013 
1/05/2013 
2/05/2013 
2/05/2013 
2/05/2013 
6/05/201 3 

25 /06/2013 
27/06/2013 
27/06/201 3 
27/06/201 3 
27/06/2013 
27/06 /201 3 
27/06 /201 3 
28/06 /201 3 
28/06 /201 3 
28/06/2013 
28/06/2013 
28/06/2013 
28/06/2013 

1/07/2013 
1/07/2013 
3/0 7/2013 
3/0 7/2013 

15/07/2013 
15/07/2013 
lS/07/2013 
1 9/0 7/2013 
30/07/2013 
30/07/2013 

9/0 8/2013 
9/0 8/2013 

20/0 8/2013 
20/0 8/2013 

12/02/2013 
22/0 2/2013 

2/0 4/2013 
2/0 4/2013 
2/0 4/2013 
2/04/2013 
2/0 4/2013 
2/0 4/2013 

10/04/2013 Drugs used in diabetes - AlO 
10/04/2013 Drugs used in diabetes - A10 
10/04/2013 Drugs used in diabetes - A10 
10/04/2013 Drugs used in diabetes - AlO 
10/04/201 3 Drugs used in diabetes - A10 
10/04/2013 Drugs used in diabetes - A10 
10/04/201 3 Drugs used in diabetes - A10 
10/04/201 3 Drugs used in diabetes - AlO 
10/04/201 3 Drugs used in diabetes - AlO 

23/04/2013 
23/0 4/2013 

8/05/2013 
8/05/2013 
7/05 /201 3 
7/05/2013 
6/05/2013 
3/1 2/2013 

29/11/2013 
28/06/2013 Other antiepileptics - N0 3AX 
28/06/201 3 Other antiepileptics - N0 3AX 
28/06/201 3 Other antiepileptics - N0 3AX 
28/06/2013 Other antiepileptics - N0 3AX 
28/06/201 3 Other antiepileptics - N0 3AX 
28/06 /201 3 Other anti epileptics - N0 3AX 

3/0 7/2013 
3/0 7/2013 
3/0 7/2013 
3/0 7/2013 
3/0 7/2013 
3/0 7/2013 

9/0 7/2013 Other respiratory system products - R0 7AX 
9/0 7/2013 Other respiratory system products - R07AX 

11/07/2013 Other nervous system drugs - N0 7XX 
ll/0 7 /2013 Other nervous system drugs - N0 7XX 
22/0 7/2013 Centrally acting sympathomimetics - NOGBA 
22/0 7 /2013 Centrally acting sympathomimetics - NOGBA 
22/0 7 /2013 Centrally acting sympathomimetics - N06 BA 
24/0 7/2013 Antibiotics for topical use- OOGA 
7 /08/2013 Other anti neoplastic agents - LOlXX 

7/0 8/2013 
1 4/0 8/201 3 Vaccines - J0 7 
14/08/2013 Vaccines� 107 
28/0 8/2013 Influenza vaccines - J0 7BB 
28/0 8/2013 Influenza vaccines - J07BB 



199741 PM-2012-01958-3 
199742 PM-2012-01958-3 
200922 PM-2012-02231-3-4 
200936 PM-2012-02231-3-4 
201621 PM-2012-02734-3 
201622 PM-2012-02734-3 
200179 PM-2012-02210-3 
200180 PM-2012-02210-3 
200183 PM-2012-02210-3 
200184 PM-2012-02210-3 
199S38 PM-2012-01949-3 
199539 PM-2012-01949-3 
199540 PM-2012-01949-3 
199541 PM-2012-01949-3 
199542 PM-2012-01949-3 
199543 PM-2012-01949-3 
199664 PM-2012-01928-3 
199668 PM-2012-01928-3 
200435 PM-2012-021S9-3 
201S10 PM-2012-021S9·3 
200445 PM-2012-02160-3 
201484 PM-2012-02743-3 
20148S PM-2012-02743-3 
201486 PM-2012-02743-3 
201509 PM-2012-02740-3 
202549 PM-2012-03095-1 
201314 PM-2012-02708-3 
201315 PM-2012-02708-3 
201318 PM-2012-02708-3 
201320 PM-2012-02708-3 
201776 PM-2012-02713-3 
199568 PM-2012-01920-3 
203372 PM-2012-03441-1 
204371 PM-2012-037S4-1 
205390 PM-2012-037S4-1 
205395 PM-2012-03754-1 
205396 PM-2012-03754-1 
205397 PM-2012-03754-1 
20S398 PM-2012-03754-1 
20252S PM-2012-03141-1 
205212 PM-2012-04124-1 
204765 PM-2012-03758-1 
204766 PM-2012-037S8-1 
204767 PM-2012-037S8-1 
204768 PM-2012-037S8-1 
204769 PM-2012-03758-1 
205427 PM-2012-04112-1 
20S624 PM-2012-04112-1 
205917 PM-2012-04134-1 
205918 PM-2012-04134-1 
205919 PM-2012-04134-1 
203623 PM-2012-03387-1 

NIMENRIX Meningococcal (Groups A, C, W GlaxoSmithKline Australia Pt')A- New chemical entity or r Approved 
NJMENRIX Meningococcal (Groups A, C, W GlaxoSmithKline Australia Pt')A- New chemical entity or r Approved 
TAFINLAR dabrafenib mesilate SO mg capstGlaxoSmithKline Australia Pt')A- New cherr Orphan Approved 
TAFINLAR dabrafenib mesilate 75 mg caps1 GlaxoSmithKline Australia Pt\ A - New cherrOrphan Approved 
KADCYLA {trastuzumab emtansine) Roche Products Pty Ltd A - New ch err Orphan Approved 
KADCYLA (trastuzumab emtansine) Roche Products Pty Ltd A - New cherrOrphan Approved 
PROMINAD canagliflozin (as hemihydrate):Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
INVOKANA canagliflozin (as hemihydrate) :Janssen-Ci lag Pty Ltd A ·  New chemical entity or r Approved 
PROMINAD canagliflozin (as hemihydrate)Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
INVOKANA canagliflozin (as hemihydrate)1Janssen-Cilag Pty ltd A - New chemical entity or r Approved 
VIPIDIA a!ogliptin (as benzoate) 12.S mg filTakeda Pharmaceuticals Aus1 A - New chemical entity or r Approved 
NESINA alogliptin (as benzoate) 25 mg film Takeda Pharmaceuticals Aust A - New chemical entity or r Approved 
VIPIDIA atogliptin (as benzoate) 6.25 mg filTakeda Pharmaceuticals Aus1A · New chemical entity or r Approved 
NESINA alogliptin (as benzoate) 6.25 mg filTakeda Pharmaceuticals Aus1A · New chemical entity or r Approved 
VIPIDIA alogliptin (as benzoate) 25 mg film Takeda Pharmaceuticals Aus1 A - New chemical entity or r Approved 
NESINA alogliptin (as benzoate) 12.S mg fi!Takeda Pharmaceuticals Aus1 A - New chemical entity or r Approved 
BETMIGA mirabegron 25 mg film-coated p Astellas Pharma Australia Pty A - New chemical entity or r Approved 
BETMIGA mirabegron SO mg film-coated p Astellas Pharma Australia Pty A - New chemical entity or r Approved 
VITEKTA (85 mg elvitegravir) tablets, bottlE Gilead Sciences Pty Ltd A - New chen1icat entity or r Approved 
VITEKTA (150 mg elvitegravir) tablets, bott Gilead Sciences Pty Ltd A - New chemical entity or r Approved 
TYBOST 150 mg cobicistat tablets, bottle Gilead Sciences Pty ltd A - New chemical entity or r Approved 
SIG NI FOR pasireotide 600 microgram/1 ml Novartis Pharmaceuticals Aw A - New cherrOrphan Approved 
SIG NI FOR pasireotide 300 microgram/ 1 m Novartis Pharmaceuticals Au! A - New cherrOrphan Approved 
SIG NI FOR pasireotide 900 microgram/1 ml Novartis Pharmaceuticals Au! A - New cherrOrphan Approved 
BESIVANCE besifloxacin 0.6% w/v suspensi Bausch & Lomb Australia Pty A ·  New chemical entity or r Approved 
Gliolan (aminolevulinic acid HCI) Powder f1SpeciaHsed Therapeutics Aus A - New cherrOrphan 
GIOTRIF afatinib 20 mg (as dimaleate) film Boehringer lngelheim Pty ltd A ·  New cherrOrphan 
GIOTRIF afatinib 40 mg (as dimaleate) film Boehringer lngelheim Pty ltd A - New cherrOrphan 
GIOTRIF afatinib 30 mg {as dimaleate) film Boehringer lngelheim Pty ltd A - New ch err Orphan 
GIOTRIF afatinib SO mg {as dimaleate) film Boehringer lngelheim Pty ltd A - New ch err Orphan 
NOVOTHIRTEEN catridecacog (rys) 2500 IU Novo Nordisk Pharmaceutica A - New cherr Orphan 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 

STRIVE ROI RESPIMAT olodaterol (as hydro• Boehringer Jngelheim Pty ltd A - New chemical entity or r Approved 
ADCETRIS brentuximab vedotin (rch) SO m;Takeda Pharmaceuticals Aus1 A - New cherr Orphan Approved 
NovoEight turoctocog alfa 250 IU powder I Novo Nordisk Pharmaceutica A - New cherr Orphan Approved 
NovoEight turoctocog alfa SOO JU powder Novo Nordisk Pharmaceutica A - New cherr Orphan Approved 
NovoEight turoctocog al fa 1000 IU powde Novo Nordisk Pharmaceutica A - New ch err Orphan Approved 
NovoEight turoctocog alfa lSOO IU powde Novo Nordisk Pharmaceutica A - New cherrOrphan Approved 
NovoEight turoctocog al fa 2000 IU powde Novo Nordisk Pharmaceutica A - New ch err Orphan Approved 
NovoEight turoctocog al fa 3000 IU powde Novo Nordisk Pharmaceutica A - New ch err Orphan Approved 
Lotemax loteprednol etabonate 0.5% eye t Bausch & Lomb Australia Pty A - New chemical entity or r Approved 
TIVICAY (dolutegravir as sodium) SO mg filrViiV Healthcare Pty Ltd A - New chemical entity or r Approved 
Rixubis nonacog gamma, 3000 IU, powder Baxter Healthcare Pty ltd A - New cherrOrphan 
Rixubis nonacog gamma, 1000 IU, powder Baxter Healthcare Pty Ltd A - New cherrOrphan 
Rixubis nonacog gamma, 250 IU, powder a Baxter Healthcare Pty Ltd A - New cherrOrphan 
Rixubis nonacog gamma, 2000 IU, powder Baxter Healthcare Pty Ltd A - New cherrOrphan 
Rixubis nonacog gamma, 500 IU, powder a Baxter Healthcare Pty Ltd A ·  New cherrOrphan 
OP SUM IT macitentan 10 mg film coated ta Actelion Pharmaceuticals Au!A · New ch err Orphan 
OPSUMIT macitentan 10 mg film coated ta Actelion Pharmaceuticals Aw A - New ch err Orphan 
MEKINIST trametinib O.S mg (as dimethyl �GlaxoSmithKline Australia Pt')A- New ch err Orphan 
MEKINIST trametinib 1 mg (as dimethyl su GlaxoSmithKline Australia Pt')A- New cherr Orphan 
MEKINIST trametinib 2 mg (as dimethyl su GlaxoSmithKline Australia Pt')A · New cherrOrphan 
DigiFab Digoxin-specific antibody fragmenlPhebra Pty ltd A - New cherr Orphan 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Approved 

21/08/2013 
21/08/2013 
21/08/2013 
21/08/2013 
26/08/2013 
26/08/2013 

6/09/2013 
6/09/2013 
6/09/2013 
6/09/2013 

10/09/2013 
10/09/2013 
10/09/2013 
10/09/2013 
10/09/2013 
10/09/2013 
26/09/2013 
26/09/2013 
15/10/2013 
15/10/2013 
15/10/2013 
28/10/2013 
28/10/2013 
28/10/2013 
29/10/2013 
31/10/2013 

1/11/2013 
1/11/2013 
1/11/2013 
1/11/2013 
1/11/2013 

12/11/2013 
19/12/2013 
20/12/2013 
20/12/2013 
20/12/2013 
20/12/2013 
20/12/2013 
20/12/2013 

9/01/2014 
17/01/2014 
31/01/2014 
31/01/2014 
31/01/2014 
31/01/2014 
31/01/2014 
31/01/2014 
31/01/2014 
11/02/2014 
11/02/2014 
11/02/2014 
12/02/2014 

29/08/2013 Meningococcal vaccines - J07AH 
29/08/2013 Meningococcal vaccines - J07AH 

27/08/2013 
27/08/2013 

3/09/2013 
3/09/2013 

12/09/2013 
12/09/2013 
12/09/2013 
12/09/2013 

17/09/2013 Dipeptidyl peptidase 4 (DPP-4) inhibitors - AlOBH 
17/09/2013 Dipeptidyl peptidase 4 (DPP-4) inhibitors - AlOBH 
17/09/2013 Dipeptidyl peptidase 4 (DPP-4) inhibitors - AlOBH 
17/09/2013 Dipeptidyl peptidase 4 (DPP-4) inhibitors - AlOBH 
17/09/2013 Dipeptidyl peptidase 4 (DPP-4) inhibitors - AlOBH 
17/09/2013 Dipeptidyt peptidase 4 (DPP-4) inhibitors - AlOBH 
17/10/2013 Urinary antispasmodics - G04BD 
17/10/2013 Urinary antispasmodics - G04BD 
23/10/2013 Other antivirals - JOSAX 
23/10/2013 Other antivirals - J05AX 
23/10/2013 Other therapeutic products - V03AX 
7/11/2013 Antigrowth hormone - HOlCB 
7 /11/2013 Antigrowth hormone - HOlCB 
7/11/2013 Antigrowth hormone - HOlCB 
7 /11/2013 Antiinfectives - SOlA 
7/11/2013 Agents used to photodynamic therapy - LOlXD 
1/11/2013 Antineoplastic agents - LOl 
1/11/2013 Antineoplastic agents - LOl 
1/11/2013 Antineop!astic agents - LOl 
1/11/2013 Antineoplastic agents - LOl 

7/11/2013 
20/11/2013 Selective beta-2-adrenoceptor agonists - R03AC 

20/12/2013 
8/01/2014 
8/01/2014 
8/01/2014 
8/01/2014 
8/01/2014 
8/01/2014 

16/01/2014 Corticosteroids, plain - SOlBA 
17/01/2014 

5/02/2014 
5/02/2014 
5/02/2014 
5/02/2014 
5/02/2014 
5/02/2014 
5/02/2014 

14/02/2014 
14/02/2014 
14/02/2014 

16/02/2014 Antidotes - V03AB 



205507 PM-20 12-04159-1 
205508 PM-2012-04159-1 
2060 71 PM-2012-04170-1-S 
20 3950 PM-20 12-0 3463-1 
20 39SS PM-2012-03463-1 
20 3967 PM-20 12-0 3463-1 
20 3970 PM-20 12-0 3463-1 
20 3978 PM-20 12-0 3463-1 
20 3981 PM-20 12-0 3463-1 
20 3984 PM-20 12-0 3463-1 
20 3986 PM-20 12-0 3463-1 
20 6650 PM-20 12-0445 2-1 
20 665 1 PM-20 12-0445 2-1 
20665 4 PM-2012-0 445 2-1 
199747 PM-20 12-0 1970 -3 
199748 PM-2012-01970-3 
20 75 9S PM-20 13-00 30 7-1 
20 7S96 PM-20 13-00307-1 
20 7S97 PM-20 13-00307-1 
20 75 98 PM-20 13-00307-1 
20 75 99 PM-20 13-00307-1 
20 7383 PM-2013-0030 1-2 
20 7384 PM-2013-0030 1-2 
207385 PM-2013-0030 1-2 
20 7386 PM-2013-0030 1-2 
20 880 9 PM-2013-00716-1 
20 8810 PM-2013-00716-1 
20 8827 PM-2013-00 674-1 
20 8829 PM-2013-00 674-1 
20 9223 PM-20 13-0074S-1 
20 9224 PM-2013-00745-1 
20 922S PM-2013-00 745 -1 
20 9226 PM-2013-00 745 -1 
20 9227 PM-2013-00 745 -1 
210 S62 PM-20 13-0 1148-1 
20 890 S PM-2013-00738-1 
207695 PM-20 13-00303-1 
196987 PM-2012-00788-3 
20 7687 PM-2013-00324-1 
20 7688 PM-2013-00324-1 
20 7689 PM-2013-00 324-1 
20 7690 PM-2013-00 324-1 
20 7691 PM-2013-00 324-1 
20 7692 PM-2013-00 324-1 
20 SSS6 PM-20 12-03425 -1 
210519 PM-20 13-0 115 7-1 
210S20 PM-20 13-0 115 7-1 
210521 PM-20 13-0 115 7-1 
2105 22 PM-20 13-0 115 7-1 
210 S23 PM-20 13-0 115 7-1 
210 S24 PM-20 13-0 115 7-1 
21052S PM-20 13-0 11S7-1 

XEOMIN, incobotulinumtoxinA, SO LOSO ur Merz Australia Pty Ltd A - New chemical entity or r Approved 
XEOMIN, incobotulinumtoxinA, 100 LOSO l Merz Australia Pty Ltd A - New chemical entity o r  r Approved 
BRET ARIS GENUAIR aclidinium (as bromidEA Menarini Australia Pty Ltd A - New chemical entity o r  r Approved 
REXULTI vortioxetine (as hydrobromide) 5 Lundbeck Australia Pty Ltd A - New chemical entity o r  r Approved 
BRINTELUX vortioxetine (as hydrobromide Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
REXULTI vortioxetine (as hydrobromide) 2! Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
BRINTELUX vortioxetine (as hydrobromide Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
REXULTI vortioxetine (as hydrobromide) 1! Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
BRJNTELLIX vortioxetine (as hydrobromide Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
REXULTI vortioxetine (as hydrobromide) 1� Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
BRINTELLIX vortioxetine (as hydrobromide Lundbeck Australia Pty Ltd A - New chemical entity o r  r Approved 
LATU DA lurasidone hydrochloride 40 mg fi Commercial Eyes Pty ltd A - New chemical entity or r Approved 
LATU DA lurasidone hydrochloride 80 mg fi Commercial Eyes Pty ltd A - New chemical entity or r Approved 
LATU DA lurasidone hydrochloride 20 mg fi Commercial Eyes Pty Ltd A - New chemical entity or r Approved 
BRED ELLI PTA fluticasone furoate 200 mic1 GlaxoSmithKline Australia Pt)A- New chemical entity or r Approved 
BRED ELLI PTA fluticasone furoate 100 mic1 GlaxoSmithKline Australia Pt1 A - New chemical entity or r Approved 
ADEMPAS riociguat 0.5 mg film-coated tab Bayer Australia ltd A - New cherr Orphan Approved 
ADEMPAS riociguat 2.5 mg film-coated tab Bayer Australia ltd 
ADEMPAS riociguat 1.5 mg film-coated tab Bayer Australia ltd 
ADEMPA5 riociguat 2 mg film-coated table Bayer Australia ltd 
ADEMPAS riociguat 1 mg film-coated table Bayer Australia ltd 
Hizentra Human Normal lmmunoglobutin : CSL Limited 
Hizentra Human Normal lmmunog!obulin : CSL Limited 
Hizentra Human Normal lmmunoglobulin : CSL limited 
Hizentra Human Normal Jmmunoglobulin :CSL limited 
BOSULIF bosutinib 100 mg tablet blister pc Pfizer Australia Pty ltd 
BOSULIF bosutinib 500 mg tablet blister pc Pfizer Australia Pty Ltd 

A - New ch err Orphan 
A - New ch err Orphan 
A - New ch err Orphan 
A - New ch err Orphan 

Approved 
Approved 
Approved 
Approved 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New cherr Orphan Approved 
A - New ch err Orphan Approved 

JARDIANCE empagliflozin 25 mg film-coate Boehringer lngelheim Pty ltd A - New chemical entity or r Approved 
JARDIANCE empagliflozin 10 mg film-coate Boehringer lngelheim Pty ltd A - New chemical entity or r Approved 
ALPROLIX eftrenonacog alfa 500 IU powde Biogen Idec Australia Pty Ltd A - New ch err Orphan 
ALP ROUX eftrenonacog alfa 1000 IU powd Biogen Idec Australia Pty ltd A - New cherr Orphan 
ALPROLIX eftrenonacog a!fa 2000 lU powd Biogen Idec Australia Pty Ltd A - New cherr Orphan 
ALPROLIX eftrenonacog alfa 3000 IU powd Biogen Idec Australia Pty ltd A - New cherr Orphan 

Approved 
Approved 
Approved 
Approved 

ALPROLIX eftrenonacog alfa 250 IU powde Biogen Idec Australia Pty ltd A - New cherr Orphan Approved 
GAZYVA obinutuzumab (rch) 1000 mg/40 r Roche Products Pty Ltd A - New chemical entity o r  r Approved 

XOFIGO radium (223Ra) dichloride 6.0 MBiBayer Australia ltd A - New chemical entity o r  r Approved 
ELELYSD taliglucerase al fa rpc 200 units po Pfizer Australia Pty Ltd A - New ch err Orphan Approved 
XEUANZ tofacitinib (as citrate) 5 mg film·C• Pfizer Australia Pty Ltd A - New chemical entity or r Approved 
FYCOMPA perampanel (as hemisesquihyd Eisai Australia Pty ltd A - New chemical entity or r Approved 
FYCOMPA perampanel (as hemisesquihyd Eisai Australia Pty ltd A - New chemical entity o r  r Approved 
FYCOMPA perampanel (as hemisesquihydr Eisai Australia Pty ltd A· New chemical entity or r Approved 
FYCOMPA perampanel (as hemisesquihydr Eisai Australia Pty ltd A - New chemical entity or r Approved 
FYCOMPA perampanel (as hemisesquihydr Eisai Australia Pty Ltd A - New chemical entity or r Approved 
FYCOMPA perampanel (as hemisesquihydr Eisai Australia Pty Ltd A - New chemical entity or r Approved 
ADENURIC febuxostat 80 mg tablets bliste1 A Menarini Australia Pty ltd A - New chemical entity or r Approved 
ELOCTATE efraloctocog alfa (rhu) 500 IU p1 Biogen Idec Australia Pty Ltd A - New ch err Orphan Approved 
ELOCTATE efraloctocog alfa (rhu) 3000 IU r Biogen Idec Australia Pty Ltd A - New ch err Orphan Approved 
ELOCTATE efraloctocog alfa (rhu) 250 IU p< Biogen Idec Australia Pty Ltd A - New ch err Orphan Approved 
ELOCTATE efraloctocog alfa (rhu) 1500 IU 1 Biogen Idec Australia Pty ltd A - New cherr Orphan Approved 
ELOCTATE efra!octocog alfa (rhu) 750 IU pc Biogen Idec Australia Pty ltd A - New cherr Orphan Approved 
ELOCTATE efra!octocog alfa (rhu) 2000 IU 1 Biogen Idec Australia Pty Ltd A - New cherr Orphan Approved 
ELOCTATE efra!octocog alfa (rhu) 1000 IU I Biogen Idec Australia Pty Ltd A - New cherr Orphan Approved 

17/03/20 14 
17/03/20 14 
18/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/03/20 14 
19/03/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
19/0 3/20 14 
21/03/20 14 
21/03/20 14 

8/0 4/20 14 
8/0 4/20 14 
8/04/20 14 
8/04/20 14 
8/04/20 14 

16/04/20 14 
16/04/20 14 
16/04/20 14 
16/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 
17/04/20 14 

7/05/20 14 
12/05 /20 14 
13/05/20 14 
14/05/2014 
16/05 /20 14 
16/05 /20 14 
16/05/2014 
16/05/2014 
16/05 /20 14 
16/05 /20 14 
18/06/20 14 
18/06/20 14 
18/06/20 14 
18/06/20 14 
18/0 6/20 14 
18/0 6/20 14 
18/0 6/20 14 
18/0 6/20 14 

21/03/20 14 Muscle relaxants, peripherally acting agents - M0 3A 
21/03/20 14 Muscle relaxants, peripherally acting agents - M03A 
25/03/20 14 Other drugs for obstructive airway diseases, inhalants - RC 

31/01/20 14 
31/03/20 14 
31/03/20 14 
31/03/20 14 
31/03/20 14 
31/03/20 14 
31/0 3/20 14 
31/0 3/20 14 

16/04/20 14 lndole derivatives - NOSAE 
16/04/20 14 lndote derivatives - N05AE 
16/04/20 14 lndole derivatives - N05AE 

17/0 4/20 14 
17/04/20 14 
14/0 4/20 14 
14/0 4/20 14 
14/0 4/20 14 
14/0 4/20 14 
14/0 4/20 14 

8/05/20 14 lmmunoglobulin, normal human - J0 6BA 
8/05/20 14 lmmunoglobulin, normal human - J0 6BA 
8/05/2014 lmmunoglobulin, normal human - J0 6BA 
8/05/2014 lmmunoglobulin, normal human + J0 6BA 

29/0 4/20 14 Antineoplastic agents - LOl 
29/0 4/20 14 Antineoplastic agents - LOl 

30/04/20 14 
30/04/20 14 

1/05/2014 
1/05 /20 14 
1/05/2014 
1/05/2014 
l/OS/20 14 

15 /05/20 14 
20/05/20 14 
21/05 /20 14 

5/02/2015 
23/05 /20 14 
23/05/20 14 
23/05 /20 14 
23/05 /20 14 
23/05/2014 
23/05/2014 
18/12/20 14 
27/0 6/20 14 
27/0 6/20 14 
27/0 6/20 14 
27/0 6/20 14 
27/0 6/20 14 
27/0 6/20 14 
27/0 6/20 14 



210042 PM-2013-01102-1 
210048 PM-2013-01102-1 
210494 PM-2013-01155-1 
211684 PM-2013-01517-1 
211685 PM-2013-01517-1 
212654 PM-2013-02037-1 
212655 PM-2013-02037-1 
212656 PM-2013-02037-1 
212657 PM-2013-02037-1 
211019 PM-2013-01283-1 
211601 PM-2013-01505-1 
207529 PM-2013-00332-1 
211696 PM-2013-01557-1 
211697 PM-2013-01557-1 
215536 PM-2013-02800-1 
206494 PM-2012-04123-1 
214197 PM-2013-02425-1 
214198 PM-2013-02425-1 
214199 PM-2013-02425-1 
214200 PM-2013-02425-1 
213938 PM-2013-02226-1 
213939 PM-2013-02226-1 
213940 PM-2013-02226-1 
213941 PM-2013-02226-1 
215551 PM-2013-02802-1 
215552 PM-2013-02802-1 
216701 PM-2013-03249-1 
216702 PM-2013-03249-1 
212583 PM-2013-02061-1 
212584 PM-2013-02061-1 
213963 PM-2013-02401-1 
213964 PM-2013-02401-1 
215523 PM-2013-02807-1 
217964 PM-2013-03639-1 
217965 PM-2013-03639-1 
218798 PM-2013-04153-1 
218799 PM-2013-04153-1 
218800 PM-2013-04153-1 
230438 PM-2013-04153-1 
230439 PM-2013-04153-1 
230440 PM-2013-04153-1 
233439 PM-2012-00788-3 
215632 PM-2013-02751-1 
218837 PM-2013-04151-1 
218839 PM-2013-04151-1 
218171 PM-2013-03651-1 
218172 PM-2013-03651-1 
219535 PM-2013-04154-1 
219857 PM-2013-04578-1 
220736 PM-2013-04969-1 
220737 PM-2013-04969-1 
220423 PM-2013-04920-1 

KYNTELES vedolizumab (rch) 300 mg powdTakeda Pharmaceuticals Aus1 A - New chemical entity or r Approved 
ENTYVIO vedolizumab {rch) 300 mg powdETakeda Pharmaceuticals Aus1 A - New chemical entity or r Approved 
XTANOJ enza!utamide 40 mg soft capsule tAstellas Pharma Australia PtyA · New chemical entity or r Approved 
RIBOMUSTIN bendamustine hydrochloridEJanssen-Cilag Pty Ltd A - New chemical entity or r Approved 
RISO MUSTIN bendamustine hydrochlorideJanssen-Cilag Pty Ltd A - New chemical entity or r Approved 
PO MAL YST poma!idomide 2 mg capsule bl Celgene Australia Pty Ltd A - New ch err Orphan Approved 
PO MAL YST poma!idomide 4 mg capsule bl Celgene Australia Pty Ltd A - New ch err Orphan Approved 
PO MAL YST pomalidomide 3 mg capsule bl Celgene Australia Pty Ltd A - New ch err Orphan Approved 
POMAL YST pomalidomide 1 mg capsule bl Celgene Australia Pty Ltd A - New ch err Orphan Approved 
SOVALDI sofosbuvir 400 mg tablet bottle Gilead Sciences Pty Ltd A - New chemical entity or r Approved 
INCRUSE ELLI PTA umeclidinium (as bromicGtaxoSmithKline Australia Pt\A- New chemical entity or r Approved 
ANORO ELLI PTA 62.5/25 umeclidinium (as GlaxoSmithKline Australia Pt\A- New chemical entity or r Approved 
JANSSEN SIMEPREVIR simeprevir (as sodiu Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
OLYSIO simeprevir (as sodium} 150 mg capJanssen-Cilag Pty Ltd A - New chemical entity or r Approved 
HEXAXIM OTPa-hepB-IPV-Hib Suspension ISanofi-Aventis Australia Pty l A - New chemical entity or r Approved 
JETREA ocriplasmin 0.5 mg/0.2 ml concen Alcon Laboratories Australia I A - New chemical entity or r Approved 
PLEGRIOY peginterferon beta-la (rch) 125 Biogen Idec Australia Pty Ltd A - New chemical entity or r Approved 
PLEGRIDY peginterferon beta-la (rch) 63 n Biogen Idec Australia Pty Ltd A ·  New chemical entity or r Approved 
PLEGRIDY peginterferon beta-la (rch) 125 Biogen Idec Australia Pty Ltd A - New chemical entity or r Approved 
PLEGRIDY peginterferon beta-la (rch) 63 n Biogen Idec Australia Pty Ltd A - New chemical entity or r Approved 
Nuwiq Human cell line recombinant huma Octapharma Australia Pty ltd A - New chemical entity or r Approved 
Nuwiq Human cell line recombinant huma Octapharma Australia Pty ltd A - New chemical entity or r Approved 
Nuwiq Human cell line recombinant hum a Octapharma Australia Pty ltd A - New chemical entity or r Approved 
Nuwiq Human cell line recombinant hum a Octapharma Australia Pty ltd A - New chemical entity or r Approved 
ABASRIA insulin glargine (rbe) 100 IU/ml s Eli Lilly Australia Pty Ltd A - New chemical entity or r Approved 
ABASRIA KwikPen insulin glargine {rbe) 10( Eli lilly Australia Pty Ltd A - New chemical entity or r Approved 
VELPHORO sucroferric oxyhydroxide 2500 Vifor Pharma Pty Ltd A - New chemical entity or r Approved 
VELPHORO sucroferric oxyhydroxide 2500 Vifor Pharma Pty Ltd A - New chemical entity or r Approved 
ICLUSIG ponatinib (as hydrochloride) 15 m ARIAD Pharmaceuticals Austr A - New cherrOrphan Approved 
ICLUSIG ponatinib (as hydrochloride) 45 m ARIAD Pharmaceuticals Austr A - New cherrOrphan Approved 
fluQuadri Inactivated Quadriva!ent lnftuer 5anofi-Aventis Australia Pty LA- New chemical entity or r Approved 
FluQuadri Junior Inactivated Quadrivalent 5anofi-Aventis Australia Pty LA- New chemical entity or r Approved 
VJMIZIM elosulfase a!fa (rch) 1 mg/ml soil BioMarin Pharmaceutical Au!A - New cherrOrphan Approved 
TRUUCITY dulaglutide (rch) 1.5 mg/0.5 ml Eli Lilly Australia Pty Ltd A - New chemical entity or r Approved 
TRULICITY du!aglutide (rch) 1.5 mg/0.5 ml Eli Lilly Australia Pty Ltd A - New chemical entity or r Approved 
C05ENTYX secukinumab (rch) 150 mg pow Novartis Pharmaceuticals Au: A - New chemical entity or r Approved 
C05ENTYX secukinumab (rch) 150 mg/1 m Novartis Pharmaceuticals Au: A - New chemical entity or r Approved 
C05ENTYX secukinumab (rch) 150 mg/1 m Novartis Pharmaceuticals Au:A- New chemical entity or r Approved 
ZAFREZ secukinumab (rch) 150 mg/1 mlsc Novartis Pharmaceuticals Au:A- New chemical entity or r Approved 
ZAFREZ secukinumab (rch) 150 mg powder Novartis Pharmaceuticals Au�A- New chemical entity or r Approved 
ZAFREZ secukinumab (rch) 150 mg/1 ml sc Novartis Pharmaceuticals Au�A- New chemical entity or r Approved 
XEUANZ tofacitinib (as citrate) 5 mg film-c·Pfizer Australia Pty Ltd A - New chemical entity or r Approved 
Carbaglu carglumic acid 200 mg dispersiblE Emerge Health Pty Ltd A - New cherrOrphan Approved 
ZYDELIG idelalisib 100 mg tablet bottle Gilead Sciences Pty Ltd A - New chemical entity or r Approved 
ZYDELIG idelalisib 150 mg tablet bottle Gilead Sciences Pty Ltd A - New chemical entity or r Approved 
ELIGLUSTAT GENZYME eliglustat (as tartra1Sanofi-Aventis Australia Pty lA- New cherrOrphan Approved 
CERDELGA eliglustat {as tartrate) 84 mg ca1 Sanofi-Aventis Australia Pty l A· New ch err Orphan Approved 
EIJaOne ulipristal acetate 30 mg tablet blis1 ERA Consulting (Australia) Pt- A - New chemical entity or r Approved 
DECAPEPTYL triptore!in acetate 100 microi Ferring Pharmaceuticals Pty I A - New chemical entity or r Approved 
OPTAFLU inactivated influenza virus vaccir Novartis Vaccines & Diagnost A - New chemical entity or r Approved 
OPTAFLU inactivated influenza virus vaccir Novartis Vaccines & Diagnost A - New chemical entity or r Approved 
OTEZLA apremilast 30 mg film coated tab!£ Celgene Australia Pty Ltd A - New chemical entity or r Approved 

26/06/2014 
26/06/2014 
26/06/2014 
26/06/2014 
26/06/2014 
27/06/2014 
27/06/2014 
27/06/2014 
27/06/2014 
30/06/2014 

2/07/2014 
3/07/2014 

18/07/2014 
18/07/2014 

4/09/2014 
3/10/2014 

29/10/2014 
29/10/2014 
29/10/2014 
29/10/2014 

5/11/2014 
5/11/2014 
5/11/2014 
5/11/2014 

10/11/2014 
10/11/2014 
18/11/2014 
18/11/2014 
20/11/2014 
20/11/2014 
27/11/2014 
27/11/2014 

2/12/2014 
22/12/2014 
22/12/2014 

8/01/2015 
8/01/2015 
8/01/2015 
8/01/2015 
8/01/2015 
8/01/2015 

13/01/2015 
30/01/2015 
30/01/2015 
30/01/2015 
10/02/2015 
10/02/2015 
25/02/2015 
26/02/2015 

3/03/2015 
3/03/2015 

12/03/2015 

18/12/2014 
27/06/2014 

1/07/2014 Other hormone antagonists and related agents - l02BX 
30/06/2014 
30/06/2014 

1/07/2014 Antineoplastic and immunomodulating agents - LOO 
1/07 /2014 Antineoplastic and immunomodulating agents - LOO 
1/07/2014 Antineoplastic and immunomodulating agents - LOO 
1/07/2014 Antineoplastic and immunomodulating agents - LOO 

30/06/2014 
8/07/2014 
4/07/2014 

18/07/2014 
18/07/2014 

11/09/2014 Bacterial and viral vaccines, combined · J07CA 
9/10/2014 Opthalmologicals - 501 

10/11/2014 Interferons · L03AB 
10/11/2014 Interferons - l03AB 
10/11/2014 Interferons - L03AB 
10/11/2014 Interferons • L03AB 
10/11/2014 Antihemorrhagics • B02 
10/11/2014 Antihemorrhagics • B02 
10/11/2014 Antihemorrhagics • 802 
10/11/2014 Antihemorrhagics • B02 
21/11/2014 Insulins and analogues - AlOA 
21/11/2014 Insulins and analogues - AlOA 

27/11/2014 
27/11/2014 

26/11/2014 Antineoplastic agents - LOl 
26/11/2014 Anti neoplastic agents LOl 
2/12/2014 Influenza vaccines - J07BB 
2/12/2014 Influenza vaccines - J0788 

9/12/2014 
19/01/2015 
19/01/2015 
12/01/2015 
12/01/2015 
12/01/2015 
12/01/2015 
12/01/2015 
12/01/2015 

5/02/2015 
12/02/2015 Amino acids and derivatives - A16M 
9/02/2015 Anti neoplastic agents - L01 
9/02/2015 Antineoplastic agents - LOl 

17/02/2015 Various alimentary tract and metabolism products - A16A.: 
17/02/2015 Various alimentary tract and metabolism products - A16A.: 
6/03/2015 Hormonal contraceptives for systemic use - G03A 
4/03/2015 Gonadotrophin releasing hormone analogues - L02AE 

13/03/2015 Vaccines - 107 
13/03/2015 Vaccines • 107 
19/03/2015 lmmunosuppressive agents - l04A 



220424 PM-2013-04920-1 
220886 PM-2013-04961-1 
220887 PM-2013-04961-1 
220888 PM-2013-04961-1 
220889 PM-2013-04961-1 
220890 PM-2013-04961-1 
220891 PM-2013-04961-1 
220892 PM-2013-04961-1 
220893 PM-2013-04961-1 
220894 PM-2013-04961-1 
226597 PM-2014-01928-1 
228498 PM-2014-02780-1 
228499 PM-2014-02780-1 
222848 PM-2014-00469-1 
222744 PM-2014-00648-1 
215784 PM-2013-02690-1 
222742 PM-2014-00647-1 
222743 PM-2014-00647-1 
224092 PM-2014-01099-1 
224093 PM-2014-01099-1 
224612 PM-2014-01436-1 
224636 PM-2014-01438-1 
224637 PM-2014-01438-1 
224638 PM-2014-01438-1 
234434 PM-2014-01438-1-2 
234442 PM-2014-01438-1-2 
2273S1 PM-2014-02283-1 
2273S2 PM-2014-02283-1 
223739 PM-2014-01051-1 
223740 PM-2014-010S1-1 
223741 PM-2014-01051-1 
223742 PM-2014-0lOSl-1 
223743 PM-2014-01051-1 
223744 PM-2014-01051-1 
217063 PM-2013-03247-1-1 
217064 PM-2013-03247-1-1 
21706S PM-2013-03247-1-1 
217066 PM-2013-03247-1-1 
226S44 PM-2014-0186S-1 
22606S PM-2014-01847-1 
226066 PM-2014-01847-1 
226067 PM-2014-01847-1 
226068 PM-2014-01847-1 
229996 PM-2014-03062-1 
229997 PM-2014-03062-1 
229608 PM-2014-031S3-1 
231016 PM-2014-03142-1-4 
232805 PM-2014-03864-1-4 
229773 PM-2014-031SS-1 
230200 PM-2014-03164-1 
226S57 PM-2014-01922-1 
226SS8 PM-2014-01922-1 

OTEZLA TITRATION PACK apremilast tablet Celgene Australia Pty ltd A - New chemical entity or r Approved 
SEVELAMER CARBONATE SANOFI sevelam1Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
SEVELAMER CARBONATE WINTHROP sevelSanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
SEVELAMER CARBONATE SANOFl sevelam1Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
RENVELA sevelamer carbonate 1.6 g powd Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
RENVELAsevelamer carbonate 2.4 g powd Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
SEVELAMER CARBONATE WINTHROP sevelSanofi-Aventis Australia Pty LA - New chemical entity or r Approved 
RENVELA sevelamer carbonate 800 mg tab Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
SEVELAMER CARBONATE SANO Fl sevelam1 Sanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
SEVELAMER CARBONATE WINTHROP sevelSanofi-Aventis Australia Pty L A - New chemical entity or r Approved 
KEYTRUDA pembrolizumab SOmg powder l Merck Sharp & Doh me Austr. A - New chemical entity or r Approved 
JANSSEN IBRUTINIB ibrutinib 140mg capsu Janssen-Cilag Pty Ltd A ·  New chemical entity or r Approved 
IMBRUVICA ibrutinib 140mg capsule bottl£Janssen-Cilag Pty Ltd A - New chemical entity or r Approved 
HARVONI ledipasvir/sofosbuvir 90 mg/40{ Gilead Sciences Pty Ltd A - New chemical entity or r Approved 
SUNVEPRA asunaprevir 100 mg capsule bli Bristol-Myers Squibb Austra!iA- New chemical entity or r Approved 
SEUNCRO na!mefene {as hydrochloride di� Lundbeck Australia Pty Ltd A - New chemical entity or r Approved 
DAKLINZA daclatasvir (as dihydrochloride) Bristol-Myers Squibb Austral iA- New chemical entity or r Approved 
DAKUNZA daclatasvir (as dihydrochloride) Bristol-Myers Squibb Australi A - New chemical entity or r Approved 
GARDASIL 9 Human Papillomavirus 9-va!er Merck Sharp & Dahme Austr;A - New chemical entity or r Approved 
GARDASIL 9 Human Papillomavirus 9-valer Merck Sharp & Dohme Austr; A - New chemical entity or r Approved 
VIEKIRA PAK paritaprevir/ritonavir/ombita Abbvie Pty Ltd A - New chemical entity or r Approved 
VIEKIRA PAK-RBV paritaprevir/ritonavir/onAbbvie Pty Ltd A - New chemical entity or r Approved 
VIEKIRA PAK-RBV paritaprevir/ritonavir/onAbbvie Pty Ltd A - New chemical entity or r Approved 
VJEKIRA PAK-RBV paritaprevir/ritonavir/or Abbvie Pty Ltd A - New chemical entity or r Approved 
VlEKIRA PAK-RBV paritaprevir/ritonavir/onAbbvie Pty Ltd A ·  New chemical entity or r Approved 
VIEKIRA PAK-RBV paritaprevir/ritonavir/on Abbvie Pty Ltd A - New chemical entity or r Approved 
CYRAMZA ramucirumab 100 mg/10 ml sol Eli Lilly Australia Pty ltd A - New cherrOrphan Approved 
CYRAMZA ramucirumab 500 mg/SO ml sol Eli lilly Australia Pty ltd A - New cherrOrphan Approved 
ALBUNATE 25 Human Albumin 2SO g/l (25 CSL limited A - New chemical entity or r Approved 
ALBUNATE 20 Human Albumin 200 g/l (20 CSL limited A - New chemical entity or r Approved 
ALBUNATE 20 Human Albumin 200 g/L (20 CSL limited 
ALBUNATE 2S Human Albumin 2SO g/l (25 CSL Limited 
ALBUNATE 5 Human Albumin SO g/L {5% w CSL Limited 
ALBUNATE 5 Human Albumin SO g/l (5% wCSl limited 
FUXCEU infliximab (rmc) 100mg Powder fcPharmbio Pty Ltd 
EMISIMA infliximab (rmc) 100mg Powder f Pharmbio Pty Ltd 
REM SIMA infliximab (rmc) lOOmg Powder Pharmbio Pty Ltd 
INFLECTRA infliximab (rmc) 100mg Powder Pharmbio Pty Ltd 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 

ODOMZO sonidegib diphosphate 200mg h Novartis Pharmaceuticals Au! A - New chemical entity or r Approved 
OFEV nintedanib (as esilate) 100 mg soft c. Boehringer lngelheim Pty ltd A- New chemical entity or r Approved 
VARGATEF nintedanib (as esilate) lSO mg! Boehringer lngelheim Pty ltd A ·  New chemical entity or r Approved 
VARGATEF nintedanib (as esilate) 100 mg! Boehringer lngelheim Pty ltd A ·  New chemical entity or r Approved 
OFEV nintedanib (as esilate) 1SO mg soft c. Boehringer lngelheim Pty ltd A - New chemical entity or r Approved 
SYLVANT siltuximab (rmc) 100mg powder I Janssen-Cilag Pty Ltd A - New ch err Orphan Approved 
SYLVANT siltuximab (rmc) 400mg powder I Janssen-Cilag Pty Ltd A - New ch err Orphan Approved 
ZERBAXA ceftolozane sulfate/tazobactam !Merck Sharp & Dahme Austr;A - New chemical entity or r Approved 
LONQUEX lipegfilgrastim (rbe) 6 mg/0.6 m Teva Pharma Australia Pty Lt1 A - New chemical entity or r Approved 
BLINCYTO blinatumomab {rch) 38.S microfAmgen Australia Pty Ltd A - New cherr Orphan Approved 
ZEVTERA ceftobiprole medocaril sodium 6UACE Pharma Pty Ltd A - New chemical entity or r Approved 
ILEVRO nepafenac 0.3% eye drops, suspen Alcon Laboratories Australia I A - New chemical entity or r Approved 
NUVIGll armodafini! lSO mg tablet bottle Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinll 2SO mg tablet blister Teva Pharmaceuticals Austra A - New chemical entity or r Approved 

12/03/2015 
14/04/2015 
14/04/201S 
14/04/201S 
14/04/201S 
14/04/201S 
14/04/201S 
14/04/201S 
14/04/201S 
14/04/201S 
1S/04/201S 
1S/04/201S 
lS/04/2015 

8/0S/2015 
21/0S/2015 

4/06/2015 
22/06/201S 
22/06/201S 
22/06/201S 
22/06/201S 

1/07/2015 
1/07/2015 
1/07/2015 
1/07/201S 
1/07/2015 
1/07/2015 
9/07/201S 
9/07/201S 

17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 

5/08/201S 
5/08/201S 
S/08/2015 
S/08/201S 
6/08/201S 

27/08/2015 
27/08/2015 
27/08/201S 
27/08/2015 
27/08/2015 
27/08/201S 
29/10/2015 
29/10/201S 
30/10/201S 

2/11/2015 
3/11/201S 

24/11/201S 
24/11/201S 

19/03/2015 lmmunosuppressive agents - L04A 
20/04/2015 All other therapeutic products - V03A 
20/04/2015 All other therapeutic products - V03A 
20/04/2015 All other therapeutic products - V03A 
20/04/201S All other therapeutic products - V03A 
20/04/201S All other therapeutic products - V03A 
20/04/201S All other therapeutic products - V03A 
20/04/201S All other therapeutic products • V03A 
20/04/201S All other therapeutic products - V03A 
20/04/201S All other therapeutic products - V03A 

16/04/201S 
20/04/201S 
20/04/201S 
13/0S/2015 

2S/OS/201S Direct acting antivirals - JOSA 
17/06/201S Drugs used in alcohol dependence - N07BB 
2S/06/201S Direct acting antivirals - JOSA 
2S/06/201S Direct acting antivirals - JOSA 
29/06/201S Papillomavirus vaccines - J07BM 
29/06/201S Papitlomavirus vaccines - J07BM 

10/07/2015 
21/07/201S 
21/07/2015 
21/07/201S 
22/07/201S 
22/07/201S 
23/07/201S 
23/07/201S 
30/07/201S 
30/07/201S 
30/07/201S 
30/07/201S 
30/07/201S 
30/07/2015 
27/11/201S 
27/11/201S 
27/11/201S 
19/08/201S 
10/08/201S 

1/09/201S 
1/09/201S 
1/09/201S 
1/09/201S 

31/08/2015 Antineoplastic agents� L01 
31/08/201S Antineop!astic agents - LOl 

4/11/201S 
12/11/201S 

9/11/201S 
10/11/201S Cephalosporins and related substances - J01DA 

4/11/2015 
26/11/2015 
26/11/2015 



226SS9 PM-2014-01922-1 
226S60 PM-2014-01922-1 
226S61 PM-2014-01922-1 
231039 PM-2014-03163-1-S 
231046 PM-2014-03163-1-S 
2310Sl PM-2014-03163-1-S 
2310S2 PM-2014-03163-1-S 
2310S3 PM-2014-03163-1-S 
26264S PM-2014-03163-1-S 
262646 PM-2014-03163-1-S 
262647 PM-2014-03163-1-S 
262648 PM-2014-03163-1-S 
262649 PM-2014-03163-1-5 
231151 PM-2014-03144-1-3 
231152 PM-2014-03144-1-3 
232296 PM-2014-03464-1-4 
232297 PM-2014-03464-1-4 
224638 PM-2014-01438-1 
234434 PM-2014-01438-1-2 
234442 PM-2014-01438-1-2 
2273Sl PM-2014-02283-1 
2273S2 PM-2014-02283-1 
223739 PM-2014-0lOSl-1 
223740 PM-2014-01051-1 
223741 PM-2014-01051-1 
223742 PM-2014-01051-1 
223743 PM-2014-01051-1 
223744 PM-2014-0lOSl-l 
217063 PM-2013-03247-1-1 
217064 PM-2013-03247-1-1 
21706S PM-2013-03247-1-1 
217066 PM-2013-03247-1-1 
226S44 PM-2014-0186S-1 
22606S PM-2014-01847-1 
226066 PM-2014-01847-1 
226067 PM-2014-01847-1 
226068 PM-2014-01847-1 
229996 PM-2014-03062-1 
229997 PM-2014-03062-1 
229608 PM-2014-03153-1 
231016 PM-2014-03142-1-4 
23280S PM-2014-03864-1-4 
229773 PM-2014-031SS-1 
230200 PM-2014-03164-1 
226SS7 PM-2014-01922-1 
226S58 PM-2014-01922-1 
226559 PM-2014-01922-1 
226560 PM-2014-01922-1 
226561 PM-2014-01922-1 
231039 PM-2014-03163-1-5 
231046 PM-2014-03163-1-S 
2310Sl PM-2014-03163-1-S 

NUVIGIL armodafinil 150 mg tablet blister Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinil 2SO mg tablet bottle Teva Pharmaceuticals Austra A- New chemical entity or r Approved 
NUVIGIL armodafinil SO mg tablet bottle Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
BEMFOLA fo!litropin alfa (rch) 7S IU/0.12S Finox Biotech Australia Pty U A - New chemical entity or r Approved 
BEMFOLA follitropin alfa (rch) lSO IU/0.2S Finox Biotech Australia Pty ltA- New chemical entity or r Approved 
BEMFOLA follitropin alfa (rch) 22S IU/0.37� Finox Biotech Australia Pty ltA- New chemical entity or r Approved 
BEMFOLA follitropin alfa (rch) 300 IU/O.S n Finox Biotech Australia Pty U A - New chemical entity or r Approved 
BEMFOLA follitropin alfa (rch) 4SO IU/0.7S Finox Biotech Australia Pty LIA- New chemical entity or r Approved 
AFOLIA follitropin alfa {rch) 7S IU/0.125 ml Finox Biotech Australia Pty LIA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 150 IU/0.25 ml Finox Biotech Australia Pty LIA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 225 IU/0.375 n Finox Biotech Australia Pty LIA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 300 IU/0.5 ml Finox Biotech Australia Pty LIA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 450 IU/0.75 ml finox Biotech Australia Pty LIA- New chemical entity or r Approved 
REP ATHA evolocumab {rch) 140 mg/ml injAmgen Australia Pty Ltd A - New chemical entity or r Approved 

REP ATHA evolocumab {rch) 140 mg/ml injAmgen Australia Pty Ltd A - New chemical entity or r Approved 
IMLYGIC talimogene laherparepvec one m Amgen Australia Pty Ltd A - New chemical entity or r Approved 
IMLYGIC talimogene laherparepvec one ht Amgen Australia Pty Ltd 
VIEKIRA PAK-RBV paritaprevlr/ritonavir/or Abbvie Pty Ltd 
VJEKJRA PAK-RBV paritaprevir/ritonavir/on Abbvie Pty Ltd 
VIE KIRA PAK-RBV paritaprevir/ritonavir/on Abbvie Pty Ltd 
CYRAMZA ramucirumab 100 mg/10 ml sol Eli Lilly Australia Pty Ltd 
CYRAMZA ramucirumab SOO mg/SO ml sol Eli Lilly Australia Pty Ltd 
ALBUNATE 2S Human Albumin 250 g/L (2S CSL Limited 
ALBUNATE 20 Human Albumin 200 g/L (20 CSL Limited 
ALBUNATE 20 Human Albumin 200 g/L (20 CSL Limited 
ALBUNATE 2S Human Albumin 2SO g/L (2S CSL Limited 
ALBUNATE S Human Albumin SO g/L {S% wCSL Limited 
ALBUNATE S Human Albumin SO g/L (S% wCSL Limited 
FLIXCELI infliximab (rmc) lOOmg Powder fcPharmbio Pty Ltd 
EMISIMA infliximab (rmc) lOOmg Powder f Pharmbio Pty Ltd 
REMSIMA infliximab (rmc) lOOmg Powder Pharmbio Pty Ltd 
INFLECTRA infliximab {rmc) lOOmg Powder Pharmbio Pty Ltd 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New ch err Orphan 
A - New cherrOrphan 

Approved 
Approved 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 
A - New chemical entity or r Approved 

ODOMZO sonidegib diphosphate 200mg h Novartis Pharmaceuticals Au! A - New chemical entity or r Approved 
OFEV nintedanib {as esilate) 100 mg soft co Boehringer lngelheim Pty ltd A - New chemical entity or r Approved 
VARGATEF nintedanib (as esilate) lSO mg� Boehringer lngelheim Pty Ltd A - New chemical entity or r Approved 
VARGATEF nintedanib (as esilate) 100 mg� Boehringer lngelheim Pty Ltd A - New chemical entity or r Approved 
OFEV nintedanib (as esilate) lSO mg soft c. Boehringer lngelheim Pty ltd A - New chemical entity or r Approved 
SYLVANT siltuximab (rmc) lOOmg powder IJanssen-Cilag Pty Ltd A - New cherrOrphan Approved 
SYLVANT siltuximab (rmc) 400mg powder IJanssen-Cilag Pty Ltd A - New cherr Orphan Approved 
ZERBAXA ceftolozane sulfate/tazobactam ! Merck Sharp & Dahme Austr;A �  New chemical entity or r Approved 
LONQUEX lipegfilgrastim (rbe) 6 mg/0.6 m·Teva Pharma Australia Pty ltiA - New chemical entity or r Approved 
BLINCYTO blinatumomab {rch) 38.S micro�Amgen Australia Pty Ltd A - New ch err Orphan Approved 
ZEVTERA ceftobipro!e medocaril sodium 6!JACE Pharma Pty Ltd A - New chemical entity or r Approved 
ILEVRO nepafenac 0.3% eye drops, suspen Alcon Laboratories Australia I A - New chemical entity or r Approved 
NUVlGIL armodafinil lSO mg tablet bottle Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinil 2SO mg tablet blister Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinil lSO mg tablet blister Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinil 2SO mg tablet bottle Teva Ph<irmaceuticals Austra A - New chemical entity or r Approved 
NUVIGIL armodafinil SO mg tablet bottle Teva Pharmaceuticals Austra A - New chemical entity or r Approved 
SEMFOLA follitropin alfa (rch) 7S IU/0.125 Finox Biotech Australia Pty U A - New chemical entity or r Approved 
BEMFOLA follitropin a!fa (rch) 150 IU/0.2S Finox Biotech Australia Pty ltA- New chemical entity or r Approved 
BEMFOLA follitropin alfa (rch) 22S IU/0.37! Finox Biotech Australia Pty ltA- New chemical entity or r Approved 

24/ll/201S 
24/ll/201S 
24/ll/201S 
25/11/2015 
2S/11/201S 
2S/11/201S 
2S/11/201S 
2S/11/201S 
2S/11/201S 
2S/11/201S 
25/11/201S 
2S/ll/201S 
25/ll/201S 

4/12/201S 
4/12/201S 

18/12/201S 
18/12/2015 

1/07/2015 
1/07/201S 
1/07/201S 
9/07/201S 
9/07/201S 

17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 
17/07/201S 

5/08/201S 
5/08/201S 
5/08/201S 
S/08/201S 
6/08/2015 

27/08/201S 
27/08/2015 
27/08/201S 
27/08/201S 
27/08/201S 
27/08/201S 
29/10/2015 
29/10/201S 
30/10/201S 

2/11/201S 
3/ll/201S 

24/11/201S 
24/11/201S 
24/11/201S 
24/11/2015 
24/11/201S 
25/11/2015 
25/11/201S 
2S/11/2015 

26/11/201S 
26/ll/201S 
26/ll/201S 
27/ll/201S 
27/ll/201S 
27/11/201S 
27/11/201S 
27/11/201S 
27/11/201S 
27/11/201S 
27/11/2015 
27/ll/201S 
27/ll/201S 

9/12/201S 
9/12/201S 

21/12/201S 
21/12/201S 
21/07/201S 
22/07/201S 
22/07/201S 
23/07/2015 
23/07/2015 
30/07/2015 
30/07/201S 
30/07/201S 
30/07/201S 
30/07/201S 
30/07/201S 
27/ll/201S 
27/ll/201S 
27/11/201S 
19/08/201S 
10/08/201S 

l/09/201S 
1/09/201S 
1/09/201S 
1/09/201S 

31/08/201S Anti neoplastic agents - LOl 
31/08/201S Antineoplastic agents - LOl 

4/11/2015 
12/11/201S 

9/11/2015 
10/11/201S Cepha!osporins and related substances - JOlDA 

4/11/201S 
26/11/2015 
26/11/201S 
26/11/201S 
26/11/2015 
26/ll/201S 
27/11/2015 
27/11/201S 
27/11/201S 



231052 PM-2014-03163-1-5 
231053 PM-2014-03163-1-5 
262645 PM-2014-03163-1-5 
262646 PM-2014-03163-1-5 
262647 PM-2014-03163-1-5 
262648 PM-2014-03163-1-5 
262649 PM-2014-03163-1-5 
231151 PM-2014-03144-1-3 
231152 PM-2014-03144-1-3 
232296 PM-2014-03464-1-4 
232297 PM-2014-03464-1-4 

BEMFOLA follitropin al fa (rch) 300 IU/0.5 n Fin ox Biotech Australia Pty Lt A - New chemical entity or r Approved 
BEMFOLA fo!litropin alfa (rch) 450 IU/0.75 Finox Biotech Australia Pty ltA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 75 lU/0.125 ml Finox Biotech Australia Pty ltA- New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 150 IU/0.25 ml Finox Biotech Australia Pty U A - New chemical entity or r Approved 
AFOLIA fol!itropin alfa (rch) 225 IU/0.375 n Finox Biotech Australia Pty U A - New chemical entity or r Approved 
AFOLIA follitropin alfa (rch) 300 IU/0.5 ml Finox Biotech Australia Pty U A  · New chemical entity or r Approved 
AFOLIA follitropin al fa (rch) 450 IU/O. 75 ml Finox Biotech Australia Pty U A - New chemical entity or r Approved 
REP ATHA evolocumab (rch) 140 mg/ml inj Amgen Australia Pty Ltd A - New chemical entity or r Approved 
REP ATHA evolocumab {rch) 140 mg/ml injAmgen Australia Pty Ltd A - New chemical entity or r Approved 
IMLYGIC talimogene laherparepvec one m Amgen Australia Pty Ltd 
IMLYGIC talimogene laherparepvec one hLAmgen Australia Pty ltd 

A - New chemical entity or r Approved 
A - New chemical entity or r Approved 

25/11/2015 
25/11/2015 
25/11/2015 
25/11/2015 
25/11/2015 
25/11/2015 
25/11/2015 

4/12/2015 
4/12/2015 

18/12/2015 
18/12/2015 

27/11/2015 
27/11/2015 
27/11/2015 
27/11/2015 
27/11/2015 
27/11/2015 
27/11/2015 

9/12/2015 
9/12/2015 

21/12/2015 
21/12/2015 


