TANZANIA FOOD AND DRUGS AUTHORITY

TFDA

Tanzania Food & Drugs Authority

PUBLIC NOTICE

APPLICATION GUIDELINES FOR REGISTRATION OF HUMAN
MEDICINAL PRODUCTS

The Tanzania Food and Drugs Authority (TFDA) would like to notify all
prospective and current registration holders who intend to apply for new
registration, renew or vary registration of registered human medicinal
products in Tanzania, that the Authority has issued revised Guidelines
for submission of applications. The guidelines and application forms are
available online (free of charge) at www.tfda.or.tz or in hard copies at a
nominal fee of US$ 30 or equivalent in Tanzanian Shillings. The
guidelines are:

1. Guidelines on Submission of Documentation for Registration of
Human Medicinal Products, Fourth Edition, November, 2008.

2. Application Guidelines for Variation of Registered Medicinal
Products, First Edition, November, 2008.

These guidelines which will come into operation from 1st January, 2009
will replace the current “Application Guidelines for Registration of
Human Medicinal Products, Third Edition, June 2004”. After they have
come into operation, all applications shall be submitted in accordance
with the new guidelines. Applications which will not comply with the new
guidelines will not be accepted.

The Authority wishes to thank you for having actively participated in the
revision of the guidelines.

For more information we invite you to visit or contact us through the
following address:
The Director General,
Tanzania Food and Drugs Authority (TFDA)
Off Mandela Road, Mabibo-External,
P.0.Box 77150,
Dar es Salaam, Tanzania

Phone 255-22-2450751/2450512/2452108



Fax255-22-2450793
Email: infowtfda.or.tz
Website: www.tfda.or.tz

TFDA - Lake Zone Office,
Nkurumah Street,

P.O. Box 543,

Mwanza.

Tel: +255 282 500733
Fax: 255 28 2541484

TFDA - Northern Zone Office,
Opposite Sakina abbatoir,
P.O. Box 3092,

Arusha
Tel: +255 784 332266
Tel: +255 732 975891

TFDA- Southern Highlands Zone Office,
Regional Livestock Building,

P.0.Box 6171

Mbeya

Tel: +255 757 644 146



