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Classes of drugs prohibited to import

 Import of drug under license

1) Specified in Schedule-C/C1

2) Specified in Schedule-X

3) Imported 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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 Misbranded drugs

 Drugs of substandard quality

 Drugs claiming to cure diseases specified in Sch-J

 Adulterated drugs

 Spurious drugs

 Drugs whose manufacture, sale/distribution are prohibited in

original country, except for the purpose of test, examination

and analysis.

 Patent/Proprietary medicines whose true formula is not

disclosed.
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Conditions to be fulfilled:

• Licensee must have adequate facility for the storage.

• Licensee must maintain a record of the sale.

• Licensee must allow an inspector to inspect premises and to

check the records.

• Licensee must furnish the sample to the authority.

• Licensee must not sell drugs from which sample is withdrawn

and he is advised not to sale, and recall the batch from the

market.
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Conditions to be fulfilled:

• Licensee must have adequate storage facility.

• Applicant must be reputable in the occupation, trade or

business.

• The license granted even before should not be suspended or

cancelled.

• The licensee has not been convicted any offence under the

Drugs and Cosmetics Act or Narcotic and Psychotropic

Substances Act.
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Conditions to be fulfilled:

• License is necessary under form-11

• Must use imported drugs only for said purpose and at the place

specified in the license.

• Must keep the record with respect to quantities, name of the

manufacturer and date of import.

• Must allow an inspector to inspect the premises and check the

records.
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Conditions to be fulfilled:

• Up to 100 average doses may be imported without any permit,

provided it is part of passenger’s luggage.

• More than 100 doses imported with license. Apply on form

no.-12-A,12-B

• Drugs must be bonafide personal use.

• Drugs must be declared to the custom collectors if so directed.
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• Substances which are both drugs and foods such as:

Condensed/Powdered Milk, Malt

• Substances not used for medicinal purpose Lactose,

Farex/Cereal, Oats, Predigested foods, Ginger, Pepper, Cumin,

Cinnamon
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• Misbranded cosmetics

• Spurious cosmetics

• Cosmetic containing harmful ingredients

• Cosmetics not of standard quality which contains more than- 2

ppm Arsenic, 20 ppm lead, 100 ppm heavy metals
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Prohibition of manufacture 

 Manufacture of other than in Sch-C/C1 

 Manufacture of those in Sch-C/C1 

 Manufacture of Sch-X drugs 

 Loan license 

 Repackaging license 

 Offences & Penalties
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 Drug not of standard quality or misbranded, adulterated or 

spurious. 

 Patent or Proprietary medicine or drugs in Sch-J 

 Risky to human beings or animals 

 Drugs without therapeutic value 

 Preparation containing cyclamates
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 Premises should comply with schedule ‘M’ 

 Adequate facility for testing, separate from manufacturing 

 Adequate storage facility 

 Records maintained for at least 2 years from date of Exp. 

 Should provide sample to authority 

 Furnish data of stability 

 Maintain the inspection book 

 Maintain reference samples from each batch
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Conditions:

 Drugs must be issued in previously sterilized sealed glass or

suitable container

 Containers should comply with Sch-F

 Some classes tested for aerobic & anaerobic microorganism.

eg. Sera ,Insulin, Pituitary hormones.

 Serum tested for abnormal toxicity

 Parenteral in doses of 10 ml or more should be tested for

freedom from Pyrogens

 Separate lab. for culture & manipulation of spore bearing

Pathogens

 Test for sterility should be carried out.
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Conditions:

 Accounts of all transactions regarding manuf. Should be

maintained in serially.(Preserved for 5 years)

 Have to sent invoice of sale to licensing authority every 3

months

 Store drugs in direct custody of responsible person.

 Preparation must be labeled with X-Rx

 Marketed in packing not exceeding

 100 unit dose –Tablets/Capsules

 300 ml- Oral liquid

 5 ml - Injection
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Prohibited for the following classes of drug:

 Misbranded or spurious cosmetics and of substandard quality

 Cosmetics containing hexachlorophene or mercury

compounds

 Cosmetics containing color which contain more than-

 2 ppm of arsenic

 20 ppm of lead

 100 ppm of heavy metals

 Eye preparations containing coal-tar color
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Definition:

 A person(applicant) who does not have his own

arrangements(factory) for manufacture but who wish to

manufacturing facilities owned by another licensee such

licenses are called Loan licenses.

 Loan licenses are issued for:

1) Drugs other than specified in C/C1 & X.

2) Drugs specified in Schedule-C/C1
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Definition:

 Process of breaking up any drug from a bulk container into

small packages and labelling with a view to their sale and

distribution.

 Repackaging of drugs is granted of drugs other than Schedule-

C/C1 and X
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Classes of drugs prohibited to be sold  

 Wholesale of biological (C/C1) 

 Wholesale of other than those specified in C/C1 and X
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 Misbranded, spurious, adulterated and drugs not of standard

quality

 Patent/Proprietary drugs with undisclosed formula

 Sch-J drugs

 Expired drugs.

 Drugs used for consumption by government schemes such as,

Armed force.

 Physician’s samples
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 Adequate premises, with greater than 10 M2 area, with proper

storage facility

 Drugs sold only to retailer having license

 Premises should be in charge of competent person who is Reg.

Pharmacist.

 Records of purchase & sale

 Records preserved for 3 years from date of sale

 License should displayed on premises
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 All the conditions as discussed in for biological.

Compounding is made by or under the direct and personal

supervision of a qualified person.
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