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PRODUCT PROSPECTUS
Data packages include information for facilitating development of a commercial ODT product. SPI will be pleased
to provide our know-how and laboratory capabilities to assist your development on a fee for service basis.
SPI acknowledges that manufacturing in your equipment may yield different results.
ACTIVE . . carbidopa o o L , . . .
INGREDIENTS mirtazapine ondansetron levodopa rizatriptan fisperidone nicotine loratadine phloroglucinol domperidone loperamide
API USP base USP both USP benzoate USP benzoate nicotine polacrilex USP base dg;yirjrte Ph. Eur. HCl USP/EP
D?g:SE oDT oDT oDT 0DT oDT lozenge oDT 0DT oDT oDT
4mg 10/100mg 5mg 2mg 5mg
STRENGTHS 15mg am 25/100mg 10m 2mg am 10m 80mg 10mg 2mg
9 25/250mg 9 g 9
399mg
TABLET 150mg 150mg 1200mg 150mg
WEIGHTS 300mg 300mg 33223 300mg 500mg 1200mg 300mg 400mg 300mg 200mg
® ®
SPI Pharma Pharmaburst® C1 Pharmaburst® C1 Pharmaburst. C1 Pharmaburst® B1 Mannogen “NL Pharmaburst® B1
— ; ® ® Y ® ® ® ®
EXCIPIENTS Lubripharm® SSF Lubripharm® SSF Lubnpharm@ Pharmaburst® C1 Lubripharm® SSF Effe.r soda@ 12 Pharmaburst® C1 Pharmaburst® B1 Lubripharm® SSF Pharmaburst® B1
Mannogem Lubripharm® SSF
25/60 -3 mos 25/60 - 6 mos 25/60 - 6 mos 25/60 - 6 mos 25/60 - 6 mos 25/60 -3 mos
STSEHY 30/65-3mos | 40/75-3mos | 30/65-Gmos | 40/75-3mos %67% _'33 - 2:5/6705 ) Lzm”;‘;s 30/65-6mos | 30/65-6mos | 30/65-6mos 30/65 - 3 mos
40/75 - 3 mos 40/75 - 6 mos 40/75 - 6 mos 40/75 - 6 mos 40/75 - 6 mos 40/75 - 3 mos
o o Imodium® Imodium®
REFERENCE Remeron " " Risperdal Commit® Claritin Spasfon _ " Quick
PRODUCT SolTab Zofran ODT Parcopa Maxalt-MLT M-tab® Lozenge Reditab® Lyoc Motilyo® Lyophilisat |  capsule Dissolve
(Europe)
(Canada)
COMPARISON dissolution dissolution Similarity | dissolution Similarity | dissolution Similarity dissolution dissolution Similarity | dissolution Similarity dissolution dissolution dissolution Similarity Factor
DATA rate Factor Factor Factor rate Factor Tae Cma AUC Factor rate rate y
LICENSE , . worldwide except US, | worldwide except US, ) worldwide except US, ) , . ‘ 3
AVAILABLE worldwide worldwide Canada, Mexico Canada Mexico worldwide Canadl, Mesico, EPO? worldwide worldwide worldwide worldwide except Europe

1 - data package includes pilot PK study data

2 - European Patent Organization as of July 2012: Albania, Austria, Belgium, Bulgaria, Switzerland, Cyprus, Czech Republic, Germany, Denmark, Estonia, Spain, Finland, France, United Kingdom, Greece, Croatia,
Hungary, Ireland, Iceland, Italy, Liechtenstein, Lithuania, Luxembourg, Latvia, Monaco, Macedonia, Malta, Netherlands, Norway, Poland, Portugal, Romania, Serbia, Sweden, Slovenia, Slovakia, San Marino,
Turkey

3 - European Union as of Dec 2006: Austria, Belgium, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands,
Poland, Portugal, Slovakia, Slovenia, Spain, Sweden, United Kingdom
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The information and recommendations in this publication are, to the best of our knowledge, reliable. Suggestions made concerning uses or applications are only the opinion of SPI Pharma
and users should make their own tests to determine the suitability of these products for their own particular purposes. However, because of numerous factors affecting results, SPI Pharma
makes no warranty of any kind, express or implied, including those of merchantability and fitness for particular purpose, other than that the material conform to its applicable current standard
specifications. Statements herein, therefore, should not be construed as representations or warranties. The responsibility of SPI Pharma for claims arising out of breach of warranty, negligence,
strict liability or otherwise is limited to the purchase price of the material. SPI Pharma shall, in no event, be liable for special, incidental or consequential damages, including loss of profits.
Statements concerning the use of products of formulations described herein are not to be construed as recommending the infringement of any patent and seller assumes no liability for
infringement arising out of such use. Standard Specifications, although current at the time of publications, are subject to change without notice. For latest Standard Specifications,

contact SPI Pharma
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Septemes, France
Sales, Manufacturing, R&D

Bangalore, India
Development Center
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Americas
SPI Pharma, Inc.

Rockwood Office Park
503 Carr Rd., Suite 210

Europe/Middle East/Africa

SPI Pharma SAS
Chemin du Vallon du Maire
13240 Septemes-Les Vallons

Wilmington, DE 19809 France

Tel:  302-576-8600 Tel: 3349196 3600
800-789-9755 .
Ext. 8600 Fax: 3349196 3633

Fax: 302-576-8567

Asia/Pacific Australia Distribution Company
SPI Pharma, Inc. - India Branch Anzchem

21 B, Veerasandra Industrial Area 1 Braidwood Street

Hosur Road, Bangalore — 560100 Kar- Enfield NSW 2136

nataka, India Australia

Tel: 91803027 0005
Fax: 9180 3027 0050

Tel: 61294752200
Fax: 61 2 9475 2211

Anzchem Sydney, Australia
Sales Office

Formulating Success Through Innovation

www.spipharma.com



