ASX Announcement
MAYNE PHARMA ANNOUNCES FDA APPROVAL AND
IMMEDIATE LAUNCH OF DOXYCYCLINE HYCLATE IR
TABLETS, FIRST GENERIC TO ACTICLATE®
15 Jun 2017, Adelaide Australia: Mayne Pharma Group Limited (ASX: MYX) is pleased to announce
that the US Food and Drug Administration (FDA) has granted approval of its Abbreviated New Drug
Application (ANDA) for doxycycline hyclate immediate release (IR) tablets (75 mg and 150 mg) in
the United States. Mayne Pharma has immediately commenced commercial launch to customers
in the US.
Doxycycline hyclate IR tablets are a generic version of Acticlate® tablets, a tetracycline-class
antibacterial indicated for the treatment of a number of infections, including adjunctive therapy
in severe acne. According to IMS Health, annual sales of Acticlate® in the US were approximately
US$250 million for the twelve months ended April 2017.
Mayne Pharma’s CEO, Mr Scott Richards, said “We are very pleased to have launched the first
generic alternative to Acticlate® in the US, providing more choices to patients and payers in terms
of medication affordability. Today’s approval exemplifies Mayne Pharma’s commitment to
bringing first-to-market generic products to the marketplace.”
The launch of doxycycline hyclate IR tablets is Mayne Pharma’s fourth first-to-market generic
launch since June last year after dofetilide capsules, butalbital acetaminophen tablets (50 mg/300
mg) and methylphenidate extended-release capsules (60 mg).
Mayne Pharma markets more than 50 products and has a growing pipeline of more than 40
products targeting US markets with IMS sales greater than US$7 billion. With 18 drug applications
pending at the FDA, Mayne Pharma anticipates additional product launches within the coming
year.
For further information contact:
Scott Richards
+61 8 8209 2410
Lisa Pendlebury
+61 419 548 434, lisa.pendlebury@maynepharma.com

About Mayne Pharma
Mayne Pharma is an ASX-listed specialty pharmaceutical company focused on applying its drug delivery
expertise to commercialise branded and generic pharmaceuticals. Mayne Pharma also provides contract
development and manufacturing services to more than 100 clients worldwide.
Mayne Pharma has a 30-year track record of innovation and success in developing new oral drug delivery
systems and these technologies have been successfully commercialised in numerous products that have been
marketed around the world.
Mayne Pharma has two product development and manufacturing facilities based in Salisbury, Australia and
Greenville, USA with expertise in formulation complex oral dose forms including highly potent compounds,
controlled substances, modified release products and inherently unstable compounds.
Acticlate® is a registered trademark of Aqua Pharmaceuticals LLC.
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IMPORTANT SAFETY INFORMATION
These highlights do not include all the information needed to use doxycycline hyclate tablets safely and
effectively. See full prescribing information for doxycycline hyclate tablets here.

INDICATION AND USAGE
Doxycycline Hyclate 75 mg and 150 mg are tetracycline class drugs indicated for adjunctive therapy for acute
intestinal amebiasis and severe acne. To reduce the development of drug-resistant bacteria and maintain
the effectiveness of doxycycline hyclate tablets and other antibacterial drugs, doxycycline hyclate tablets
should be used only to treat of prevent infections that are proven or strongly suspected to be caused
bacteria.

SELECTED SAFETY INFORMATION ABOUT DOXYCYCLINE HYCLATE TABLETS:
CONTRAINDICATIONS
Doxycycline Hyclate tablets are contraindicated in persons who have shown hypersensitivity to any of the
tetracyclines.

WARNINGS AND PRECAUTIONS
Clostridium difficile associated diarrhea (CDAD) has been reported with use of nearly all antibacterial agents,
including doxycycline hyclate, and may range in severity from mild diarrhea to fatal colitis. Treatment with
antibacterial agents alters the normal flora of the colon leading to overgrowth of C. difficile.
Photosensitivity manifested by an exaggerated sunburn reaction has been observed in some individuals
taking tetracyclines. Limit sun exposure. Overgrowth of non-susceptible organisms, including fungi, may
occur. If such infections occur, discontinue use and institute appropriate therapy.

To report a SUSPECTED ADVERSE REACTION from one of our products, please contact Mayne Pharma at
1-844-825-8500 or maynepharmamc@dlss.com, or the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
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