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ACT 1940 RULE 1945

SCHEDULES



Schedules to the act

 First schedule – Names of books

under Ayurvedic and Siddha

systems

 Second schedule – Standard to be

complied with by imported drugs and

by drugs manufactured for sale, sold,

stocked or exhibited for sale or

distribution



Name of few books under 1st Schedule:    

AYURVEDA

 Ayurvedic Formulary 

Of India (Part I)

 Arogya Kalpadruma

 Arka Prakasha

 Ayurveda Samgraha

 Bhaishajya Ratnavali

 Bhava Prakasha

 Charak Samhita

 Rasa Taringini

 Sahasrayoga

 Sushruta Samhita



Name of few books under 1st

Schedule
SIDDHA

 Siddha Formulary Of India (Part I)

 Siddha Vaidya Thirattu

 Bhogar

 Pulippani

 Agasthiyar Paripuranam (400)

 Aga

 Nagamuni (200)

 Yogi Vatha Kaviyam (1500)



Name of few books under 1st

Schedule
UNANI

 National Formulary Of Unani Medicine 

(Part I)

 Karabadin Qadri

 Karabadin Kabir

 Karabdain Azam

 Biaz Kabir Vol. II

 Kitab-ul-Taklis

 Mifta-ul-Aksir

 Al Karabadin



Schedules to the rules



SCHEDULE ‘A’

 Proforma for application for the 

licenses, issue and renewal of 

licences, for sending memoranda 

under the act.

 There are total 50 forms or proforma.



SCHEDULE ‘B’

 Rates of fees for test or analysis by 

the Central Drug Laboratory or the 

Government Analyst.



SCHEDULE ‘C’

 List of Biological and special products (Inject 
able) applicable to special provisions.

 Examples are sera, vaccines, antigens, insulin, 
sterilized surgical ligature and suture, sterile 
disposable device for single use, antibiotics in 
injectable form etc.

 Prohibition of import after expiry of potency

 Labelled with the words ‘Caution: It is 
dangerous to take this preparation except 
under medical supervision’



SCHEDULE ‘C(1)’

 List of Biological and special products (non 
parentral) applicable to special provisions.

 Examples are Drugs belonging to Digitalis and its 
preparation, Ergot and its preparation containing 
drugs,Vitamins and its preparation, Vaccines, In-
vitro devices for HIV,HCV etc

 Prohibition of import after expiry of potency

 Labelled with the words ‘Caution: It is dangerous 
to take this preparation except under medical 
supervision’



SCHEDULE ‘D’

 Exemption of drugs from provision of 

import

 Drugs come under Schedule D are:
1) Substances not intended for medical use

2) Substances which are used both as articles of food as well as 

drugs:                     -- All condensed or powdered milk.                                                                  

-- Farex, oats, latex and all other similar cereal preparations 

excepting those for parenteral use.                                                                                              

-- Virol, bovril, chicken essence and all other similar 

predigested food.                     -- Ginger, Pepper, Cumin, 

Cinnamon and all other similar spices and condiments.

3) Drugs and cosmetics imported for manufacture and export by 

units situated in “Special Economic Zone” as notified by the 

Govt. of India from time to time. 



SCHEDULE ‘D (I)’

 Information required to be submitted 

by the manufacturer or his authorised

agent with the application form for a 

registration certificate.

 The format shall be properly filled in 

and the detailed information, secret in 

nature,

 may be furnished on a Computer 

Floppy.



SCHEDULE ‘D (II)’

 Information required to be submitted 

by the manufacturer or his authorized 

agent with the Application Form for the 

registration of a bulk 

drug/formulation/special product for its 

import into India.

 The format shall be properly filled in 

and the detailed information, secret in 

nature,

 may be furnished on a Computer 



SCHEDULE ‘E’ (1)

List of poisonous substances 
under the Ayurvedic , Siddha
and Unani systems  

 The container of a medicine for internal 
use made up ready for the treatment of 
human ailments shall, if it is made up 
from a substance specified in Schedule 
E (1), be labelled conspicuously with the 
words ‘Caution: To be taken under 
medical supervision’ both in English 
and Hindi language.



SCHEDULE ‘F’ 

(i) Space, equipment and supplies 

required for a blood bank.

(ii) Minimum requirement for grant of 

license to procure blood components 

from whole human blood.



SCHEDULE ‘F’ (1) 

 Part I - Provision applicable to the 

production of bacterial and viral 

vaccines.

 Part II - Provision applicable to the 

production of all sera from living animals.

 Part III - Provision applicable to the 

production and standardization of 

diagnostic agents of bacterial origin.



SCHEDULE ‘F (II)’

 Standards for Surgical Dressings 

 Surgical dressings include bandage 

cloth, absorbent gauze, rolled 

bandage,etc



SCHEDULE ‘F(III)’

 Standards for 

Sterilised 

Umbilical tapes 



SCHEDULE ‘FF’
 Standards for ophthalmic preparations

 Be sterile when dispensed or when sold  except in case of 
those ophthalmic solutions and suspensions which are not 
specifically required to comply with the test for ‘Sterility’ in 
the Pharmacopoeia

 Labelled with words

(a)Use within 1month of opening. Not for injection.

(b)Name and Concentration of Preservatives.

(c)Words like

(i) If irritation persist discontinue use and consult physician. 
Keep container tightly closed.

(ii)Do not touch the dropper tip/other dispensing tip to any 
surface



SCHEDULE ‘G’

 List of substances required to be 
used  under medical supervision 
and labelled accordingly

 Labelled with the words ‘Caution: It is 
dangerous to take this preparation 
except under medical supervision’ 
– conspicuously printed and 
surrounded by a line within which 
there shall be no other words



SCHEDULE ‘H’

 List of substances (prescription) that 

should be sold by retail only on 

prescriptions of R.M.P.

 Labelled with the symbol Rx and 

conspicuously displayed on the left top 

corner of the label.

 Labelled with the following words ‘To be 

sold by retail on the prescription of a 

Registered Medical Practitioner only.’



SCHEDULE ‘J’

 Diseases and ailments which a drug may not 
purport to prevent or cure or make claims to 
prevent or cure.

 Diseases under this schedule are

 AIDS

Angina Pectoris

Diabetes

Cancer

Blindness

Deafness

 Fairness of skin

 Improvement in height of children/adults

Obesity etc



SCHEDULE ‘K’
 The drugs specified in Schedule K shall be exempted 

from the provisions of Chapter IV of the Act and the 

Rules made there under to the extent and subject to 

the conditions specified in that Schedule.

 It include Quinine and other antimalarial drugs,

 Drugs supplied by RMP to his own patient, 

 Drugs supplied by hospital or supported by 

government or local body,

 Substances which are used both as articles of food 

as well as drugs,

 Household remedies like aspirine tab,paracetamol

tab,analgesic balm, gripe water for use of infants, etc.



Schedule ‘M’

 Requirements of manufacturing premises, GMP  

requirements  of factory premises, plants and 

equipments.

 It includes:-

 General requirements

 Location and surroundings- Free from open 

sewage,public lavatory, dust, smoke, excessive 

soot,obnoxious odour, chemical or biological emission

 Buildings and premises- Designs suitable for 

manufacturing operation and maintain hygiene.

 Water system- Validated system for water treatment to 

make it usable and free from microbial growth. 

 Disposal of wastes- Disposal shall be according to 

Environment Pollution Control Board and as per 

provision.



 Warehousing area- Designs allow sufficient and 
orderly warehousing of various categories of 
materials and products. 

 Production area- Area shall be designed to allow 
the production preferably in uniflow with logical 
sequence of operation and avoiding the risk of cross 
contamination.

 Ancillary area- Rest and refreshment rooms shall 
be separate with changing storing clothes fascilities. 
Washing and toilet purposes shall be easily 
accessible.

 Quality control area- Lab independent of production 
area with separate and adequate space for each 
type of testing.

 Manufacturing operation- All operations shall be 
carried out under supervision of technical staff 
approved by Licensing Authority.

 Documentation and record- It shall specify the title, 
nature and purpose and laid out in orderly fashion.



Schedule ‘M1’

 Requirements of factory premises for 

manufacture of Homeopathic 

medicines



Schedule ‘M2’

 Requirements of factory premises for 

manufacture  of cosmetics



Schedule ‘M3’

 Requirements of factory premises for 

manufacture  of medical devices



SCHEDULE ‘N’

 List of minimum equipment for the 

efficient running of a pharmacy

 Entrance shall bear an inscription 

“Pharmacy” in front

 Premises shall be separated from 

rooms for private use and it should be 

well built, dry,well lit and ventilated 

and of sufficient dimension to keep the 

goods separately. 



SCHEDULE ‘O’

 Standard for disinfectant fluids
 The disinfectants shall be classified as 

follows: 
(A)Black fluids- Homogeneous dark brown 

solution of coal tar acid or similar acids 
with or without hydrocarbons, and/or 
other phenolic compounds, and their 
derivatives.

(B)White fluids- Finely dispersed 
homogeneous emulsion of coal tar acid 
or similar acids with or without 
hydrocarbons, and/or other phenolic
compounds, and their derivatives.



SCHEDULE ‘P’

Life period of drugs 

 Period in months (unless otherwise 

specified) between date of 

manufacture and date of expiry which 

the labelled potency period of the drug 

shall not exceed under the conditions 

of storage specified.



SCHEDULE ‘P-1’

PACKING OF DRUGS

 The pack sizes of drugs meant for 

retail sale shall be as prescribed.

 Eg; The pack sizes for liquid Oral 

preparations shall be 30ml (paediatric 

only) 60 ml/100 ml/200 ml/450 ml.



SCHEDULE ‘Q’

Part 1
 List of dyes, colours and pigments 

permitted in cosmetics and soaps.

Part 11

 List of colours permitted in soaps.

 No Cosmetic and soaps shall contain 
Dyes, Colours and Pigments other 
than those specified by the Bureau of 
Indian Standards.



SCHEDULE ‘R’

 Standards for mechanical 

contraceptives.

 The storage conditions necessary for 

preserving the properties of the 

contraceptives.

 Label contain:-

 The date of manufacture.

 The date up to which the 

contraceptive is expected to retain its 

properties.



SCHEDULE ‘R-1’

 Standards for Medical Devices 

 The standards for the Medical Devices 

shall be laid down from time to time by 

the Bureau of Indian Standards



SCHEDULE ‘S’ 

Standards for cosmetics in 

finished form

 Shall conform to the Indian Standards 

specifications laid down from time to 

time by the 3[Bureau of Indian 

Standards (BIS)].



SCHEDULE ‘T’

 Requirements (GMP) of factory premises for 
Ayurvedic, Siddha,  Unani drugs.

 For getting a certificate of ‘Good 
Manufacturing Practices' of Ayurveda, 
Siddha-Unani drugs, the applicant shall 
made application on plain paper, providing 
the information on existing infrastructure of 
the manufacturing unit, and the licensing 
authority shall after verification of the 
requirements as per Schedule ‘T’ issue the 
certificate within a period of 3 months in form 
26-E



SCHEDULE ‘U’

 Manufacturing, raw materials and 

analytical records of drugs.

 Lot of the raw material used for the 

manufacture of products and also 

each batch of the final product and 

shall maintain records.

 The records or registers shall be 

retained for a period of 5 years from 

the date of manufacture.



SCHEDULE ‘U(1)’

 Manufacturing, raw materials and 

analytical records of cosmetics

 The licensee shall keep records of the 

details of each batch of cosmetic 

manufactured by him and of raw 

materials used therein as per 

particulars specified in Schedule U(1).  

 Such records shall be retained for a 

period of three years.



SCHEDULE ‘V’

Standards for patent or 

proprietary medicines.
 The standards for patent or proprietary 

medicines shall be those laid down in 

Schedule V and such medicines shall 

also comply with the standards laid 

down in the Second Schedule to the 

Act.



SCHEDULE ‘W’

 List of drugs marketed under generic 

names

 Its label contain the Names and 

quantities of active ingredients.

 If vitamins are present, the following 

words must be written

“For therapeutic use”

“For prophylactic use”

“For paediatric use” and age of 

child/infant



SCHEDULE ‘X’

 List of narcotic drugs and 
psychotropic substances

 Symbol XRX in red on left 
hand top corner.

 Labelled with warnings:- To 
be sold on prescription of 
RMPs only.

 Drugs under this schedule 
may be imported under 
license or permit.



SCHEDULE ‘Y’

 Requirement and guidelines on 
clinical trials for import and 
manufacture of new drugs 

 It include:

Application for permission

Clinical trial

Studies in special population

Post Marketing Surveillance



Import and Registration as per D & 
C ACT

 Import License :

1.   Form 10 --For import of drugs excluding those specified in 
 

                          Schedule X.
2.   Form 10-A -- For import of drugs specified in Schedule X.

 Form and manner of application for import l icense :

1. Form 8 -- For drugs excluding those specified  in Schedule 
X

2.  Form 8-A -- For drugs specified in Schedule X. 18



Form and manner of application for Registration 
Certif icate : 

1. Form 40 -- Application for registration certificate

2. Application made by manufacturer or by his authorized 
agent in India.

3. Authorization is documented by  power of attorney and the 
certificate is attested by Indian Embassy

3. Both application for import license shall be accompanied by  
      a copy of Registration Certificate issued in Form 41.

4. Fees of 250 rupees -- For a duplicate copy of the license. 
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4. Fee of US $1500 and Form 40 – For premises meant for 
manufacturing drugs for import and use in India

5. Fee of US $1000 and Form 40 – For single drug

6. Fees paid through a challan in the Bank of Baroda, New Delhi.

7. Fee of US $ 5000—For inspection or visit of manufacturing 
premises or drugs

8. Testing fee – For testing , analysis and evaluation of drug to a 
testing laboratory approved by Central Govt. 

9. Fee of US $ 300 – For a duplicate copy of registration certificate.
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A. License for import of drugs manufactured by one 
manufacture:

       Single application for single drug.

Condit ions to be satisfied before a l icense is granted :

1)  License in Form 10 or in Form 10-A will be granted with regard to:

i. The premise: where imported substances are stocked.

ii. The occupation, trade or business carried out by applicant.

2) Any person aggrieved by the order may appeal to the Central 
      Govt. within 30 days.

21



  Registration Certif icate for import of drugs manufactured 
by one

   manufacturer : 
 
   Form 41: Single application for single drug 

   
 Conditions of Import License:

 1.  Manufacturer will observe the undertakings given by him in Form 9

 2. Inspector authorized by Licensing Authority may enter any premise
     with or without notice.

 3. The licensee shall furnish specified samples from batch for
      examination to the Licensing authority.
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4. Licensee shall not sell any batch until a certificate authorizing 
the sale of    batch has been issued by authority.

5. The remainder of the batch be withdrawn if the batch does not 
confirm with the strength, quality and purity.

6. The licensee shall maintain a record of all sales of substances 
of import.

7. For sale and distribution of drugs specified in schedule X, a 
record is maintained

   Name of the drug

   Batch number

   Name and address of the manufacturer
23



 Date of transaction.

 Opening stock on business day.

 Quantity of drug received, if any and the source from which 
received.

 Name of the purchaser, his address and license number.

 Balance quantity at the end of the day.

 Signature of the person under whose supervision the drugs 
have been supplied.

24



Grant of import License and Registration certif icate:

1. The licensing authority will issue the Import license in Form 10-A 

2. Registration certificate in Form 41 on being satisfied that the 
conditions will be observed.

Duration of Import License and Registration certif icate :

i . 3 years unless suspended or cancelled.

ii. Application for Import l icense be made 3 months before 
expiry of existing license 

i i i . Registration certif icate be made 9 months before expiry of 
existing certificate.

 25



Suspension and cancellation of Import License and 
Registration

certif icate:

1. If Licensee fails to comply with any conditions.

2. Person aggrieved of the order may appeal to Central Govt. 
within 30 days of the receipt of the order.

Prohibit ion of Import after loss of potency: 

Biological or other special product specified in Schedule C or
C(1) will not be imported after the expiry date.

26



B) Import of new Homeopathic medicines:
  
1. New Homeopathic medicines will be imported only with the 

written permission of licensing Authority.

2. The Importer will produce documents and evidence for 
assessing the therapeutic efficacy of medicine

Prohibit ion of import of certain drugs:

The drug cannot be sold, manufactured or distributed in a country
in which it is prohibited.

27



Small quantities of drugs prohibited under Section 10 can be
imported.

1. Drugs can be imported only under license in Form 11.

2. The substances imported will be exclusively used for the 
purpose of testing, examination and analysis.

3. The licensee shall allow any Inspector to enter and inspect the 
premise where the substances are kept.

4. The licensee shall keep a record of the details of the 
substances imported.

C) Import of Drugs of examination, test or 
analysis:
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Application for License for examination, test or analysis:

1. Application shall be made in Form 12

2. Countersigned by Head of institution, Director of the company 
or firm

3. Fee of  Rs 100 (single drug) + Rs 50 (additional drug)

4. Fees paid through Challan in Bank of Baroda, New Delhi

Cancellation of License:

1. Breach of Conditions of License.

2. The Licensee may appeal to the Central Govt within 3 months 
of the date of order 29



D) Import of drugs by Government hospital or Autonomous 
medical
     Institution for the treatment of patients:

1.  Drugs that are defined in Rule 122-E

2. Imported for the treatment of patients suffering from:

      i)   Life threatening disease
      ii)  Disease causing serious permanent disability
      iii) Diseases requiring therapies for unmet medical needs

3. Imported by:
      i)  Medical officer of a Govt. hospital or Medical Institution
      ii) Head of Autonomous medical Institution
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The following conditions:

1. New drug can be imported only under license in Form 11.

2. Drug imported shall be used only for treatment of patients 
under supervision of Medical Officer.

3. The Licensee shall allow an inspector to enter and inspect the 
premise.

4. The licensee shall keep a record and submit it half yearly.

5. The licensee shall comply with other requirements as 
specified.

6. The dugs shall be stocked under proper conditions and 
dispensed under the supervision of registered pharmacist.

7. The quantity of single drug imported shall not exceed 100 avg 
doses/patient
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Application for License for import of small quantit ies of 
new drug:

1. Application under rule 122-E for:            
          i)  Life threatening disease
          ii) Disease causing serious permanent disability

2.  Application shall be made in Form 12AA .

3.  Application in Form 12AA accompanied by fees of Rs 100 
(single drug) + Rs 50 (Additional drug)

4.  Fees paid through Challan in Bank of Baroda, New Delhi

Cancellation of License:
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E) Import of drugs for personal use :

Following conditions:
1. The drug shall form a part of passenger’s bonafide baggage.

2. The drugs shall be declared to the Customs authorities.

3. The quantity of single drug shall not exceed 100 avg
       doses/patient.

PROVIDED that drug imported does not form a part of bonafide
baggage if:
1. Application made in Form 12-A that drug is for baonafide 

personal use.
2. Quantity is reasonable and prescribed by medical practitioner.

3. The license for the said drug is granted in Form 12-B.
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Manufacture of Drugs 
(Other than homeopathic for sale)

:

1. License is valid upto 5years from date of grant or renewal.

2. Application for renewal should be made within 6 months of 
its expiry

3. Following types of License can be granted:

         a)  License for manufacture of drug

         b)  Loan l icenses for manufacture of drugs

         c)  Repacking Licenses
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Manufacturing l icense:
1. Issued to person/organization who have arrangements for 

manufacturing
2. Different license for different classes of drugs

Loan License:
1. Issued to person with no arrangement for manufacture.
2. Avails manufacturing facilities owned by another licensee.

Repacking License:
1. Granted for purpose of breaking up drug from bulk container 

into small packages.
2. Labelling of each package.
3. Issued for drugs other than those specified in Schedule C, 

C1 and X.
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Manufacturing License

A )Conditions for grant or renewal of a l icense in Form 25 or 25-F 
   (Other than those specif ied in C,C1 and X or those in X) :

1. Manufacture shall be under supervision of Competent technical 
staff consisting of at least one full time employee.

Competent technical staff is:  

i. A graduate in pharmacy or eqvt. with 18 months experience in 
manufacturing   OR 1 year if person has 6months training 
during his university course.

ii. Graduate in science (chemistry) + 3years experience

36



2. The factory premise should comply with Schedule M.

3. The applicant shall provide adequate space & equipment for 
manufacturing operation as in schedule M and GMP.

4. The applicant may provide staff, equipments and premises for 
testing of strength, quality and purity of substance and shall be 
separate from manufacturing unit.

5. The applicant must provide space for proper storage of drugs.

6. Application will justify that the medicines :

        i)   Contains ingredients in therapeutic quantities
        ii)  Safe for use
        iii) Stable under storage conditions
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B ) Conditions of License (For drugs Other than those 
specified  in C,C1 and X):

1. The licensee shall maintain adequate staff, premises and 
equipment.

2. The licensee shall comply with provisions of act.

3. The licensee shall have facilities for testing of each batch of raw 
materials and finished products.

4. Licensee shall maintain records for a period of 5 years.

5. The licensee shall report any change in expert staff or any 
material alterations in the premises.

6. The licensee shall produce sufficient qty of drug for examination 
or test.
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7. The licensee shall not sell any drug from a batch from which 
sample is supplied to licensing authority

8. The licensing authority may withdraw the remaining batch from 
sale if drug does not confirm with standard of strength, quality and 
purity. 

9. The licensee shall maintain an Inspection book to enable an 
inspector to record his impressions.

10. The licensee shall maintain reference samples from each batch for
       performing all the tests.

C) For drugs specif ied in schedule X:

The licensee shall forward the statements concerning manufacture
and supply of drugs to authority after every 3 months
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D ) For drugs specified In schedule C,C1(excluding X and 
XB) and those in Schedule C,C1 and X: 

Drugs specified in:

Sch C,C1,X and XB other than Lvp, sera,vaccines   : Form 28
Sch C,C1,X other than lvp, sera and vaccines          : Form 28B
Lvp, sera and vaccines                                              : Form 28D

E ) For medicinal devices specified in Sch C:

1. The manufacture shall be done under supervision of person :

   A graduate in science with Physics/Chem/Microbiology
   A graduate in Pharmacy
   A degree/Diploma in Mechanical/Chemical/Plastic engineering.

2.   Comply with conditions as in Sch M-III and GMP

40



Loan License
       (Form-- 25-A, 28-A)

General Condit ions:

1. The licensee shall comply with the provisions of the act.

2. The licensee shall test each batch of raw material and finished 
product manufactured .

3. Licensee shall maintain record for 5 years and 2 years after 
expiry.

4. The licensee shall allow an inspector to inspect all registers .

5. Adequate staff and lab shall be maintained .

6. Reference samples shall be maintained for 3 months after expiry.

7. The licensee shall furnish data on stability of drugs.

8. The licensee shall maintain inspection book as in Form 35 .
41



Repacking License:
(Form-- 25-B)

General Conditions :

1. Repacking operation shall be carried under hygienic condition 
under supervision

2. Factory shall comply with conditions as in Sch M.
3. Adequate arrangement for carrying out tests for strength, quality 

and purity of drugs

Competent persons:
1. Diploma in Pharmacy approved by PCI or is a registered 

pharmacist .
2. Passed Intermediate exam in chemistry or eqvt.
3. Passed matriculation or eqvt with minimum 4 years practical 

experience in manufacturing/repacking .
42



Information to be furnished by applicant:

1. Documentary evidence of ownership/occupation on rental or 
other basis of premise.

2. Constitution of the firm.

3. Any other relevant matter considered necessary

Cancellation and suspension of l icense:
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Type of 
l icense

Class of Drugs Forms

App Grant 
of 

l icense

Renewal 
cert if icate

I) Manufacture 
of drugs for 
sale or 
distribution

(a)Drugs other than those 
specif ied in C,C1 & X part 
XB

24 25 26

(a)Sale of drugs specif ied in X 
& Part XB

24-F 25-F 26-F

(b)Drugs in C,C1 excluding 
those in X & part XB

27 28 26

(c) Drugs in C,C1 & X 27-B 28-C 26-G

(d) For operation of Blood 
Bank 27-C 28-C 26-G

(e) Sale or distribution of 
LVPs
     & vaccines in Sch. X &part
     XB

27-D 28-D 26-H

(f) Manufacture of drugs for
    purpose of examination,
    test, analysis

30 29
License 

not 
renewed
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I I) 
Manufacture of 
homeopathic 
medicine

 Grant or renewal of l icense
24-C 25-C 26-C

III) 
Manufacture of 
Cosmetics

(a)Grant or renewal of l icense
31 32 33

(b)Grant or renewal of Loan 
l icense to manufacture 
cosmetics

31-A 32-B 33-C

(IV) Loan 
l icense

(a)Drugs other  than those 
specif ied in Sch. C,C1and X

24-A 25-A 26-A

(b)Sale of drugs specif ied in 
Sch. C and C1 27-A 28-A 26-A

(V) Repacking
      License

Drugs other than those specif ied 
in Sch. C,C1 and X 24-B 25-B 26-B
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