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PRESS RELEASE 

TEMPORARY SUSPENSION OF MANUFACTURING, IMPORTATION, DISTRIBUTION, SALE AND USE OF SUB-STANDARD MEDICINES
Tanzania Food and Drugs Authority (TFDA) is the Regulatory Authority under the Ministry of Health and Social Welfare with overall responsibilities of ensuring quality, safety and efficacy of food, drugs, cosmetics and medical devices for the purpose of protecting and promoting public health. 

TFDA wishes to inform the general public that it has temporarily suspended the manufacturing, importation, distribution, sale and use of medicines found to be substandard after an inspection exercise conducted in various drug outlets located in Dar-es-Salaam city. 

The names of medicines, batch numbers, name and address of manufacturers as well as their corresponding quality defects are delineated on the table below. 

	S/N:
	Medicine name 
	Name and address of manufacturer 
	Batch Number
	Quality defect

	1.
	Gentamycin Sulphate Inj. 80mg/2ml, Ampoules
	Leshan Sanjiu – Longmarch Pharmaceuticals Co. Ltd , China
	All batches available in Tanzania 
	Words printed directly on the ampoules of this product can be easily erased by hand 

	2.
	Coldril Capsules
	Shelys Pharmaceuticals Ltd, Tanzania
	9041
	Capsules of this product have clogged with the packaging material

	3.
	Pen – V Tablets
	Shelys Pharmaceuticals Ltd, Tanzania
	9027 na 9034
	Tablets have changed colour from white to pale yellow 

	4.
	MES Syrup
	ZENUFA Laboratories Ltd, Tanzania
	LM0021
	The syrup is peeling out of the container and the closures have rust

	5.
	Methyldopa (Dopamet)-250
	Medochemie Ltd, Cyprus
	A3A002 na A3D018
	Product labels can be easily detached from the packaging and there is vivid fungal growth on tablets 

	6.
	Phenoxymethylpenicillin Potassium (Medopen) -250
	Medochemie Ltd, Cyprus
	P2K049
	Tablets have changed colour from white to pale yellow 

	7.
	Amoxicillin Capsules
	Zheijian Holley Nanhu Pharmaceutical Co.Ltd, China
	090901
	Batch numbers, manufacturing and expiry dates are missing on blisters of this product  

	8.
	Doxycycline Hyclate Capsules
	Zhejiang Holley Nanhu Pharmaceuticals Co. Ltd
	100705
	Batch numbers, manufacturing and expiry dates are missing on blisters of this product  

	9.
	Dyclomax (Diclofenac Tabs) 
	Medreich Ltd, India
	460156
	Batch numbers, manufacturing and expiry dates are missing on blisters of this product  


Following the observed quality defects, the TFDA is issuing the following directives:
1. That, the general public should not use the aforementioned products.
2. That, all dealers in medicines including wholesalers and retailers should return the implicated batches of the products where they were purchased.
3. That, all importers of the concerned medicines should immediately recall the products from the market and contact the TFDA for guidance on the procedure for destruction of the same.
4. Confirmatory testing of the products confiscated is ongoing at the TFDA laboratory and more stern legal measures will be taken after completion of the laboratory analysis.  

5. TFDA is also issuing a 6 months period from 1st of January, 2011 for all those who are engaged in the manufacturing, distribution and sale of medicines to make sure that the batch numbers, manufacturing and expiry dates are engraved/embossed on their product labels and/or packaging materials. This directive applies to all products intended to be sold on the Tanzanian market.

6. The general public and dealers in regulated products are once again urged to continue to notify the TFDA once buying or coming across any substandard, counterfeit or expired medicines from the market. Information should be communicated directly to the TFDA headquarter offices along Mandela Road, EPI Mabibo External, Dar es Salaam or zonal offices located at Nkurumah street - Mwanza, Sakina street – Arusha and regional veterinary offices in Mbeya.

For more information please contact:-

The Acting Director General 
Tanzania Food and Drugs Authority (TFDA)
EPI Mabibo External

P. O. Box 77150 

Dar es Salaam

Tanzania

Tel: + 255 22 2450512/ 2450751 / 2452108

Fax: + 255 22 2450793

Email: info@tfda.or.tz
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