F.No. 12-01/2010-DC(PT-18)

The Drugs Controller General (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road, New Delhi

Dt. 16.11.2010
To,

1. Drug Manufacturers Associations
2. All India Organization of Chemists and Druggists, Mumbai.

Sub: Prohibition to manufacture for sale and distribution and sale of
Rosiglitazone and its formulations with immediate effect under Seéction 26A
of the Drugs and Cosmetic Act, 1940 in the country under Gazette
notification GSR 910(E) dated 12.11.2010-regarding.

Sir,

The Government of India, Ministry of Health and Family Welfare has published a
Gazette Notification GSR 910(E) dated 12.11.2010, in exercise of powers conferred
under Section 26A of the Drugs and Cosmetics Act, prohibiting the manufacture for sale
and sale of the drug Rosiglitazone and its formulations for human use with immediate
effect in the country.

A copy of the said Noatification is enclosed for your information and necessary
action in the matter.

It is requested that wide publicity may be given to the content of the Notification
to your members through the Journals of your associations and sisters associations for
the information of the members for the purpose of compliance to the Notification.

Youyrs faithfully,

PN

(Dr. Surinder Singh)
Drugs Controller General (India)




F.No. 12-01/2010-DC{PT-18)

The Drugs Controller General (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road, New Delhi
Dt. 16.11.2010
To,

All State Drug Controllers

Sub: Prohibition to manufacture for sale and distribution and sale of Rosiglitazone and its
formulations with immediate effect under Section 26A of the Drugs and Cosmetic Act,
1940 in the country under Gazette notification GSR 910 (E) dated 12.11.2010-regarding.

Sir,

The Government of India, Ministry of Health and Family Welfare has published a Gazette
Notification GSR 910(E) dated 12.11.2010, in exercise of powers conferred under Section 26A of the
Drugs and Cosmetics Act, prohibiting the manufacture for sale, and sale of the drug Rosiglitazone and its
formulations for human use with immediate effect in the country,

A copy of the said Notification is enclosed for your information and necessary action in the matter.

As the manufacture and sale of Rosiglitazone stands prohibited with immediate effect, it is
requested that you may Kindly ensure that the manufacturers licenced to manufacture the drug
formulations containing Rosiglitazone in your State stop manufacturing these formulations with immediate
effect and make arrangement to recall the formulations from the market. The chemists and Druggists in
your State should also be directed to stop the sale of these formulations with immediate effect and return
the unused stocks to the manufacturers.

The action taken by you in the matter may please be communicated to this Directorate.

Youys faithfully,

(Dr. Surinder Singh)
Drugs Controller General (India)

Copy forwarded for information and necessary action to all Zonal /sub zonal offices of CDSCO with
request for necessary follow up with the State Drugs Control Authorities and ensure that the sale of
Rosiglitazone and its formulations it stopped with immediate effect by the manufacturers as well as
Chemists and Druggists.

/

(Dr. Surinder Singh)
Drugs Controller General (india)
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MINISTRY OF HEAYTH AND FAMILY WELFARE
| (Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th November, 2010
G.SR. 910(E).—Whereas the Central Govemment

is satisfied that use of dg formulatiens containing

Rosiglitazone are likely to involve certain risk to human
beings;

And whereas safer alternatives to the drug are
available;

And whereas the Central Government is satisfied

that it is necessary and expedient to prohibit the manufac-
ture, sale and distribution of this drug in public interest.

Now, therefore, in exercise of powers conferred by
Section 26-A of the Drugs and Cosmetics Act, 1940
(23 0f 1940), the Central Government hereby prohibits the
manufacture, sale and distribution of the following drug,
with immedzate effect, namely—

"Rosiglitazone and its formulations for human use".
[F.No. X 11014/5/2010-DFQC]

Dr. A, K.PANDA, Jt. Secy.
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