Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

The Regulatory Affairs Manager
Sunil Healthcare Limited

17/18 Old Industrial Area
Alwar-301001

Rajasthan INDIA

Attention: Mr Sabyaschi Nath

CLIENT ID: 57369

Re: Proprietary Ingredient to be used in a therapeutic good

= Dear Nath

I refer to your email dated 28 April 2012 regarding your Notification of a New Proprietary
Ingredient. This Proprietary Ingredient is to be used in a therapeutic good. The following
proprietary ingredient is to be supplied by your company and has been entered on the

Australian Register of Therapeutic Goods (ARTG).

ARTG No. Proprietary Ingredient and Supplier

108461 Empty Hard Gelatin Capsule Size 0 Ivory Opaque Cap / Ivory Opaque Body

Supplied by Sunil Healthcare Limited

This Proprietary Ingredient has not been evaluated for use in either listed or registered
medicines. The role of the ‘Notification of a New Proprietary Ingredient’ form is simply to
ensure ingredient details; quantities and other relevant information are in Australian
Approved Name format and approved terminology. As such, this Proprietary Ingredient may
undergo further review or evaluation when used in listed medicines or registered medicines.

Please note that it is the responsibility of the sponsor to inform TGA if the sponsor is
advised by the supplier of any change in Proprietary Ingredient Name, formulation or

Supplier details.

Ifyou have any further queries, please contact me by email at TGAnames@tga.gov.au

Yours sincerely

M

Joanne Wheelahan
Science Officer
Office of Scientific Evaluation

3 May 2012
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