


  Various 

v           
        www.cdsco.nic.in

         Authority to approve the clinical trials of all drugs in India and   

        approval of Drug manufacturing Licences and approval of 

        drugs, Cosmetics and their formulation including medical devices  in India.

v  

www.dbtindia.nic.in

         Authority to approve the clinical trails involving the use of  recombinant 
         biotech drugs.

v 
www.envfor.nic.in

       Authority to approve the environment clearance and clearance under 
       Biodiversity Act- Mainly for the herbal products. 2
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v 
      http://cbn.nic.in

        Authority to grant licences for Narcotic drugs .

       www.nppaindia.nic.in

       Authority to control the Prices of the drugs and Medical devices 

v   
Authority to grant licences for Sales concerns and depots in the concerned 

        State

       Local authority to grant transport permit and oversee the 

        destruction of Narcotics.
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• THESE ARE SPECIAL LAWS

1. DRUGS AND COSMETICS ACT 1940 AND RULES   

    THEREUNDER, (The Drugs Act)

2. DRUGS PRICE CONTROL ORDER 2013

3.DRUGS AND MAGIC REMEDIES (OA) ACT

4. NARCOTIC DRUGS AND PSYCHOTROPHIC SUBSTANCES 

ACT.



             
• 1. CODE OF CRIMINAL PROCEDURE, 1973 (The 
Bharatiya Nagarik Suraksha Sanhita 
(BNSS) 2023

• 2. THE INDIAN EVIDENCE ACT 1872 The Bharatiya 
Sakshya Adhiniyam, 2023 (BSA)

• 3. Indian Penal Code …(Bharatiya Nyaya 
Sanhita, 2023" (BNS)

• 4. FACTORY ACT 1948…. FOR THE PURPOSE SCHEDULE 
M Part 
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6. BIO-MEDICAL WASTE (MANAGEMENT AND HANDLING) 
RULES 1996 

7. The Minimum wages  Act 1948Minimum Wages ACtages Act, 
1948

8. Bio Diversity Act 2002 – For Herbal products

9.Patents Law and Trades Mark registration Acts --- Patent 
registration under Intellectual property protection and trade 
name registration
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• Sec3 (aaa) “Cosmetic” means any article 
intended to be rubbed, poured, sprinkled or 
sprayed on, or introduced into, or otherwise 
applied to, the human body or any part 
thereof for cleansing, beautifying, promoting 
attractiveness, or altering the appearance, 
and includes any article intended for use as a 
component of cosmetic 
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• “ Medical Devices rules “ are notified w.e.f January 
2018.

• Medical devices rules for the manufacture, quality 
control, import etc of Medical devices

• Rules for Cosmetics “Cosmetics rules 1945.” 
•  “Online Pharmacy” draft rules published
      but not final notification is issued.
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• 3  (f) ―”manufacture” in relation to any drug 
or cosmetic includes any process or part of a 
process for making, altering, ornamenting, 
finishing, packing, labelling, breaking up or 
otherwise treating or adopting any drug or 
cosmetic with a view to its sale or distribution 
but does not include the compounding or 
dispensing of any drug, or the packing of any 
drug or cosmetic, in the ordinary course of 
retail business; and ―to manufacture shall be 
construed accordingly
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• 2[(h)] ―patent or proprietary medicine— 
• (i) in relation to Ayurvedic, Siddha or Unani Tibb systems of 

medicine all formulations containing only such ingredients 
mentioned in the formulae described in the authoritative 
books of Ayurveda, Siddha or Unani Tibb systems of medicine 
specified in the First Schedule, but does not include a 
medicine which is administered by parenteral route and also 
a formulation included in the authoritative books as specified 
in clause (a); 

• (ii) in relation to any other systems of medicine, a drug which 
is a remedy or prescription presented in a form ready for 
internal or external administration of human beings or 
animals and which is not included in the edition of the Indian 
Pharmacopoeia for the time being or any other 
Pharmacopoeia authorised in this behalf by the Central 
Government after consultation with the Drugs Technical 
Advisory Board constituted under section 5 
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• 2(ee) “Registered medical practitioner” means a 
person__ 

• (i) holding a qualification granted by an authority 
specified or notified under section 3 of the Indian 
Medical Degrees Act, 1916 (7 of 1916), or specified in 
the Schedules to the Indian Medical Council Act, 1956 
(102 of 1956); or 

• (ii) registered or eligible for registration in a medical 
register of a State meant for the registration of 
persons practising the modern scientific system of 
medicine excluding the Homoeopathic system of 
medicine; or 
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• iii) registered in a medical register, other than a 
register for the registration of Homoeopathic 
practitioner, of a State, who although not falling within 
sub-clause (i) or sub-clause (ii) is declared by a general 
or special order made by the State Government in this 
behalf as a person practising the modern scientific 
system of medicine for the purposes of this Act; or 

• (iv) registered or eligible for registration in the register 
of dentists for a State under the Dentists Act, 1948 (16 
of 1948; or 

• (v) who is engaged in the practice of veterinary 
medicine and who possesses qualifications approved 
by the State Government;
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• 2(f) “retail sale” means a sale whether to a hospital, 
or dispensary, or a medical, educational or research 
institute or to any other person other than a sale by 
way of wholesale dealing; 

• 2(g) means sale 
to a person for the purpose of selling again and 
includes sale to a hospital, dispensary, medical, 
educational or research institution; 
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Various types of drugs which are 
prohibited for manufacturing, sale, 
distribution etc.
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(as per the Drugs and Cosmetics Act and rules..)
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                             History of GMP  
• 1961  -   Requirements for equipment and Premises
• 1986 - First amendment based on 1975 WHO guidelines.
• 2001 - Second Amendment based on 1992 WHO GMP guidelines
        Effective from 11/12/2001 for New Units
        Effectve from 01/01/2001 for Existing Units
        Extended to another one year

 
• To achieve the Good Standard quality of drugs now 
•  “Revised GMP “ is amended wef. 05 Jan 2024.
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FORM 20-    Retail Sales Licence for non biologicals
FORM 21-     Retail Sales Licence for  biologicals
FORM 20B--  Wholesale Sales Licence for non biologicals
FORM 21B-   Wholesale Sales Licence for  biologicals
FORM 20C-  Retail Sales Licence for Homeopathic drugs
FORM 20D   Wholesale Sales Licence for Homeopathic 
drugs
FORM 20F-  Retail Sale licence for Schedule X
FORM 20G-- Wholesale Sale licence for Schedule X
FORM 20A – Restricted licences for household remedies

-
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v      Area of the premises
v     Competent person/Registered Pharmacists 
v     Storage conditions to store drugs less than 10 * C   
         and less than 25* C. ( Refrigerator and Air  
          conditions)
v    Constitution of the concern
v    Ownership of the premises or legal tenancy.
v    Cleanness of the 
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ØLicences should be displayed in prominent place of 
the premises open to Public
ØLicencee should comply with the provisions of the 

Drugs and Cosmetics Act 
ØIf there is any change of qualified person/competent 

person should be reported to the licencing authority 
within one month of change.
Ø No Drug shall be sold unless it was purchased  

under cash/credit memo.
ØIf there is any change of constitution of the firm, it 

should be informed to the Licencing authority within 
three months.
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• “ ”
• (i) a firm means change from proprietorship to partnership 

including Limited Liability Partnership or vice versa;
• (ii)a company means-
v   (A) its conversion from a private to a public company, or 

from a public to a private company; or
v(B) any change in the ownership of shares of more than 

fifty per cent. of the voting capital in the body corporate or 
in case of a body corporate not having a share capital, 
any change in its membership; and where the managing 
agent, being a body corporate is a subsidiary of another 
body corporate, includes a change in the constitution of 
that other body corporate within the meaning of this 
clause;
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.
 
Rule 65 of the Drugs Rules
1. If it the drugs are being compounded or made in 
the premises, it should be direct and personal 
supervisison of the regd.Pharmacist.
2. Supply of drugs other than wholesale ( ie retail) on 
any prescription  shall be effected only  by or under 
the personal supervision of regd Pharmacist.
3. Supply of a drug on a prescription of a RMP shall be 
recorded at the time of supply in prescription register.
Provided option to maintain cash memo/credit memo 
book  may be obtained from the licencing Authoriry.
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Supply by retail otherwise than on a prescription of a drug 
shall be recorded  at the time of supply in a register and 
cash/credit memo should be maintained.
4. Records of the purchase of drugs meant for retail sales 
should be maintained in a chronological order.
5. Supply of drugs by a wholesaler should be made on 
cash/credit memo with their licence number , and 
purchaser details qty, B,No , signature of Competent 
person under whose supervisison the sale was effected 
etc
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• 6. The licencee shall produce for the inspection all 
registers and records maintained by them.

• 7. All registers and records should be maintained for the 
period not less than two years from the last entry.

• 8. The records as per these rules only required not any 
other records.

• 9. Drugs Of Sch H, H1 and X should be sold by retail only 
on the prescription of RMP. If it is for the hospitals, 
institutions, etc it should be supplied only on the written 
signed order, and it should be maintained for two years,
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• 10. The prescription as per clause 9, should be with 
original signature and date.name and address of the 
patient, and total qty of medicine with dose to be taken.

• 11. Sch H and H1 drugs should be supplied once unless it 
is mentioned in the prescription for dispense more than 
once.  In the prescription above the signature of the 
prescriber, the name, address of the seller and date on 
which the drug is dispensed.

• 12. The drugs of Sch X kept in rack under lock and key, 
and separated from other drugs.
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• 13 &14----- Deleted

• 15 a. “Drug Store “–Who don’t require service of regd 
Pharmacist.

         b. “Chemists and druggist” employ Pharmacist but 
no services of Compounding.
         c. “Pharmacy-” employed Pharmacist and    
              maintaining Pharmacy, compounding against   
               preparations.
  16. Licencee must maintain the inspection book in 
         form 35 issued by the licencing authority, in which 
the inspectiong authority record the impression and 
defects noted. 31



• 17. No drug should be sold or stocked after the expiry 
of the drugs by the licencess . 

 If it is kept for reimbursement or return it cane be 
stored separatly from the tradable stocks, with the 
marking “ NOT FOR SALE”
  18. No drug intended for distribution for RMP as free 
sample , or ESI sample , Govt drugs etc  cannot be sold 
or stocked .
If they are approved agent for ESI, or Govt, appointed 
in writing , or the C&F depots for storing free samples 
under the written authority of the mfr is permitted.
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• 19. If the drugs sold in a container other than the one 
in which the mfr supplied , only by regd pharmacist in 
retail in an envelope with name of the drug, qty, 
name of the dealer.

• 20. The Drugs meant for the Vertinary purposes , 
labelled as “ Not for human use- for treatment of 
animal only. It should be stored separtly, not easily 
accessable by customers.

• 21. Supply of drugs of Sch X should be recorded in a 
register specially maintained register.
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• 19(3) A person, not being the manufacturer of a drug or 
cosmetic or his agent for the distribution thereof, shall not be 
liable for a contravention of section 18 if he proves— 

• (a) that he acquired the drug or cosmetic from a duly licensed 
manufacturer, distributor or dealer thereof; 

• (b) that he did not know and could not, with reasonable 
diligence, have ascertained that the drug or cosmetic in any 
way contravened the provisions of that section; and 

• (c) that the drug or cosmetic, while in his possession, was 
properly stored and remained in the same state as when he 
acquired it.

• (G.S.R. 101 (E) dt 11.02.2020 effective from 01/03/2021---- Marketer is also liable 
for the quality and others)
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COLD PLACE----Place having temp  not 
exceeding 8*C

COOL PLACE --- Place having temp less than 
10*C ---25*C

CAPSULES- - Should be kept in well closed 
containers at the temp not exceeding 30*C.

OTHER DRUGS—To be stored in normal room 
temperature.ng 30 o C. 

• (4) Wherever condition of storage is not specified in Column 4, it may be stored 
under normal room ―cool place‖ means place having a temperature between 10oC 
and 25oC. (2) The term ―cold place‖ means a place having a temperature not 
exceeding 8

• (3) Capsules should be kept in a well-closed container at temperature not 
exceeding 30 o C. 

• (4) Wherever condition of storage is not specified in Column 4, it may be stored 
under normal room 

36

3)



37



38



39



40



41



42



43



44



45



46



47



     

48



• “medical device” means,- 

• substances used for in vitro diagnosis and surgical dressings, 
surgical bandages, surgical staples, surgical sutures, ligatures, 
blood and blood component collection bag with or  without 
anticoagulant covered under sub-clause (i),

• substances including mechanical contraceptives (condoms, 
intrauterine devices, tubal rings), notified in the Official Gazette 
under sub-clause (ii),

• devices notified from time to time under sub-clause (iv),  of  
   clause (b) of section 3 of the Act;
• Explanation: For the purpose of these rules, substances used 

for in vitro diagnosis shall be referred as in vitro diagnostic 
medical device
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    Classification of medical devices
• (1) Medical devices other than in vitro diagnostic medical devices shall be
• classified on the basis of parameters specified in Part I of the First Schedule, in 

the following classes, namely:—
• (i) low risk - Class A;
• (ii) low moderate risk- Class B;
• (iii) moderate high risk- Class C;
• (iv) high risk- Class D.

• (2) In vitro diagnostic medical devices shall be classified on the basis of 
parameters specified in Part II of the First Schedule, in the following classes, 
namely:—

• (i) low risk - Class A;
• (ii) low moderate risk- Class B;
• (iii) moderate high risk- Class C;
• (iv) high risk- Class D.
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      List of Notified Medical devices.
Disposable Hypodermic Syringes
Disposable Hypodermic Needles
Disposable Perfusion Sets
In vitro Diagnostic Devices for HIV, HbsAg and HCV

Cardiac Stents
Drug Eluting Stents
Catheters
Intra Ocular Lenses
I.V. Cannulae
Bone Cements
Heart Valves
Scalp Vein Set
Orthopaedic Implants
Internal Prosthetic Replacements
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          .
• Further, the following products are regulated as 'Drugs' under 

Drugs & Cosmetics Act & Rules there under: -
• 1. Blood Grouping Sera
• 2. Ligatures, Sutures and Staplers
• 3. Intra Uterine Devices (Cu-T)
• 4. Condoms
• 5. Tubal Rings
• 6. Surgical Dressings
• 7. Umbilical Tapes
• 8. Blood/Blood Component Bags
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         List of Notified Medical devices.
• The following devices intended for use in human beings as drugs 

with effect from the 1st day of April, 2020, namely:—
• (i) All implantable medical devices;
• (ii) CT scan Equipment;
• (iii) MRI Equipment;
• (iv) Defibrillators;
• (v) Dialysis Machine;
• (vi) PET Equipment;
• (vii) X-Ray Machine; and
• (viii) Bone marrow cell separator.
• (iX) Nebulizer ; 
• (X) Blood Pressure Monitoring Devices ; 
• (Xi) Digital Thermometer ; and 
• (Xii ) Glucometer 53



• “Medical Device Officer” means an officer appointed or 
designated by the Central Government or the State 
Government, as the case may be, under sub-rule (2) of rule 18;

• “Medical devices testing laboratory” means any institute, 
organisation registered under sub-rule (3) of rule 83 forcarrying 
out testing or evaluation of any medical device on behalf of a 
licencee for manufacture for sale;

• “Medical Device Testing Officer” means an officer appointed 
or designated by the Central Government under sub-rule (1) of 
rule 18;
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Subject to the provisions of these rules, Part VI relating to “Sale of
Drugs Other than Homeopathic Medicines” of the Drugs and 
Cosmetics Rules, 1945, shall be applicable “mutatis mutandis” in 
respect of sale of medical devices.    
 
 A retail or wholesale, may, supply invasive medical devices to be 
implanted through surgical intervention to a hospital for its patient 
against a delivery challan:
 
Provided that in respect of supplies made against delivery challan of 
such medical devices, the licencee shall ensure that specified 
storage conditions are met          
•  
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