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® Administration of the act and rules

® Provisions related to Import
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ADMINISTR

AND RULES
A) Adbvisory :

1)Drugs Technical Advisory Board-DTAB
2)Drugs Consultative Committee-D.C.C.
B) Analytical :
1)Central Drugs Laboratory - CDL
2)Dmg Control Laboratory in states
3)Government Analysts
C) Executives :
1)Licensing authorities
2)Controlling authorities
3)Drug Inspectors
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DRUGS TECHNICAL ADVISO
Ex-Officio:
) Dirvector General of Health Services (Chairman)

ii) Drugs Controller, India

(
(
(iii)Director of the Central Drugs Laboratory, Calcutta
(iv) Director of the Central Research Institute, Kasauli
(

v)Director of Indian Veterinary Research Institute, 1zatnagar

(vi) President of Medical Council of India
(vii) President of the Pharmacy Council of Tndia
(viii)Director of Central Drug Research Institute, Lucknow
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DRUGS TECHNICAL ADVIS
=  BOARDDTAB

Nominated:

1) Two persons by the Central Government from among persons who

are in chavge of dmgs control in the States

2) One person by the Central Government from the pharmacwﬁcal
industry

3)  Two persons holding the appointment of Government Analyst under
this Act, to be nominated loy the Central Government
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DRUGS TECHNICGAL ADVISO

/
o BOARD(DTAB

1)one person, to be elected on the Executive Committee of the Pharwmcy Council of

India, ﬁfom among teachers in pharmacy or pharmaceu‘cical chemis’cry or
pharmacognosy on the stqﬁ of an Indian university or a co[lege aﬁfiliated
thereto;

2)one person, to be elected by the Executive Committee of the Medical Council of
India, ﬁfom among teachers in medicine or therapeuﬁcs on the s’tqﬁ of an Indian

university or a coUege afﬁ[iated thereto;

3)one phawnacologist to be elected on the Governing Body of the Indian Council of
Medical Research;

4)one person to be elected by the Central Council of the Indian Medical
Association;

5)one person to be elected by the Council of the Indian Pharmaceutical Association;
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DRUGS TECHNICAL ADVIS
¥  BOARDDTAB

Functions:

To advise the Central Government and the State Governments on

technical matters aris ing out of the administration of this Act.
To carry out the other ﬁmcﬁons assigned to it loy this Act.

(The nominated and elected members of the Board shall hold oﬂice for three

years, but shall be eligilo le for re-nomination and re-election)
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COMMITTEEMDCO)

® ltis also an advisovy body constituted on central government.

® Constitution:

Two representatives of the Central Government

One representative of each State Government
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DRUGS ' CONSULTATIVE

——  COMMITTEEDCO

Functions:

To advise the Central Government, the State Governments and the
Dmgs Technical Advisory Board on any other matter tending to
secure un@forwdty throughout India in the administration of this Act.

The Drugs Consultative Committee shall meet when rea[uired

Has power to Vegulate lts own procedwe.
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-~ LABORATORY(CDL)

CENTRALELDRUG

Established in Calcutta, under the control of a director appoin‘ced lay the

Central Government

Funci

Hons:

Anal

,ysis or test of samples of dmgs/ cosmetics sent on the custom collectors

or courts.

Ana

[yﬂcal Qg of the imported samp les.

Collection, storage and distribution of internal standards.
Prepavaﬁon of rqference standards and their maintenance.
Maintenance of microbial cultures.

Any

other duties entrusted on Central Government.

Acting as an appel[ate authority in matter of dispu’ces.
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MPORT OF

® (Classes of drugs prohibited to import
® Import of drug under license
1)Specified in Schedule-C/C.
2)Specified in Schedule-X
3)lmported for Test/Analysis
4)Imported for personal use
5)Any new drugs
® Drugs exempted from provisions of import
® Offences and Penalties
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CLASSES OF DRUGS PROHIBITED
FE e

® Misbranded drugs

® Drugs of substandard quality

® Drugs claiming to cure diseases specifted in Sch]
® Adulterated drugs

® Spurious drugs
® Drugs whose manufac‘cwe, sale/distribution are prohibited in

original country, except for the purpose of test, examination and

ana[ys LS.

® Patent/Proprietayy medicines whose true formula is not disclosed.

4/2/2012 14



CLASSES OF DRUGS PROHIBITE
= TO IMPOR

® Drugs not labelled/packed in prescribed manner.

® Drugs of biological poducts(C/C) after the date of expiry
® Drugs not claiming therapeutic values.

® Drugs which is risky to human beings or animals.

® Any new drug except with express permission of Lic.authovi‘cy.
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IMPORT OF THE BIOLOGICA

00 DU U
Conditions to be fulfillled.

® Licensee must have adequa’ce facility for the storage.

® Licensee must maintain a record qf the sale, showing the pavﬁculars of the names

of dmgs and of the persons to whom they have been sold.

® Licensee must allow an inspector to inspect premises and to check the records.

® Licensee must _fumish the sample to the authori’cy.

® Licensee must not sell dmgs ﬁfom which samp[e is withdrawn and he is advised

not to sale, and recall the batch from the market.
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A
g

MPORT OF THE SCHEDULE-X DRE
ARCOTIC & PSYCHOTROPIC DRUGS)

Conditions to be fulfilled:
® Licensee must have adequa’ce storage facility.

o Applicant must be reputable in the occupation, trade or business.
® The license granted ever befove should not be suspended or cancelled.

® The licensee has not been convicted any qﬁ'ence under the Drugs and
Cosmetics Act or Narcotic and Psycho’crop ic Substances Act.
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RUGS IME _—
%ﬁﬁATl@N TEST OR ANALYSIS

Conditions to be fulfilled:

® License is necessary under form—ﬂ

® Must use meorted dmgs only for said purpose and a‘c the p[ace
spect ﬁed in the license.

® Must keep the record with respect to quantities, name of the
manufac‘cwer and date of import.

® Must allow an inspector to inspect the premises and check the records.
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DRUGS IMPORTED FOR PER
P USE

Conditions to be fulfilled:

® Up to 100 average doses may be imported without any permit, provided it is
part of passenger’s luggage.

® Move than 100 doses imported with license. App ly on fovm no.-12-A12-B
® Drugs must be bonafide personal use.

® Dmgs must be declared to the custom collectors gC so directed.
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LICENSE

® Substances not used for medicinal pupose

® Drugs in Sch-C required for manufacturing and not for medicinal use.
® Substances which are both dmgs and foods such as:
Condensed/Powdered Milk
Malt
Lactose
Farex/Cereal
Oats
® Predigested foods

® Ginger, Pepper, Cumin, Cinnamon
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OFFENCES PENALTIES

Import of spurious OR adulterated a) 3 years imprisonment and 5000

dmg OR dmg which involves risk to Rs. ﬁne on ﬁrst conviction

human beings or animals OR drug b) 5 years imprisonment OR 1000 Rs.

not having therapeuﬁc values ﬁne OR both for subsequent
conviction

Contravention of the provision a) 6 months imprisonment OR 500
Rs. ﬁne OR both for ﬁrst
conviction

b) 1 year imprisonment OR 1000 Rs.

ﬁne fov subsequent oﬁence
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~IMPORT OF COSMETIES"

Cosmetics prohibited to import:
® Misbranded cosmetics

® Spurious cosmetics
® Cosmetic containing harmful ingredien’cs

® Cosmetics not of standard quah’cy

® which contains more than-2 ppm  Arsenic, 20 ppm lead, 100 ppm heavy

metals
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Cosmetics meant fov eye and contaming coal tar dyes

Cosmetics coloured with lead OR arsenic compounds

Cosmetics containing Hexachlorophene OR Mercury

Risky to user
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