Central Drugs Standard Control Organisation

Diractorate General of Health Services
Ministry of Health & Family Welfare

Food gnd Drug Administration Bhawsn
Kotla Road, New Delhi-11000%

No., 28/Misc./6/2011-DC (41) Dated: " 5 00T 2011

To,
All the State Drugs Controiiers

Sub: - Ragulation of Staplers (Staples) 23 “Druge” w.rt. import, Manufactucs, Sale and
Distributicn uncst Drugs and Coametics Act and Rules thereunder-Rag,

Sir,

Staplers (Staples) which are like sutures and are used for closing of wounds or
holds the body tissues logether after an ihjury or surgery are coverad under the term
“Sutures” as a "Drug” under the Drugs and Coemetics Act, aven theugh these are regulated
as Medical Davices in the most of countries, The import and manufacture of this class of
drugs is therefore required to be regulated strictly under the provigions of said Act.

in view of this the proposal to regulate the Stapler (Staples) under the Drugs and
Cosmetics Rules 1945, hae been examined by the CDSCQ in consultation with Ministry of
Mealth and Family Welfare and it has been decided to regulate the Import, Manufacture and
Bale of this class of praducis as “Drugs” under the Drugs and Cosmetics Rules,

Representations haes however besn racaived from the industry assogiations for grant
of transitiona! period for regulation of Staplers (Staples) under the Drugs and Cosmetics
Rules. it has now been decidad In consultation with Ministry of Health and Family Welfare
that a period of 3 (Thres) months may be granted as transitional period for regulation these
progucts under the Drugs and Cosmetios Rules in respect of Import, Manufacture, Sale and
Digtribution,

The import, Manufacture, Sale and Distiibution of Staplare (Staples) withowt proper
Parmigsion, Licences under the Drugs and Cosmetics Ruies from 1% Fab 2012 would be
congiderad as an Dﬁenc-&s under the sald Act.

it ti Yours faithfully,
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Covy for information am ﬂaaasgammn to,

1. All Zonal/Subzonal Offices of CDOSCO
2. All Port offices of CDSCO



