












































Lesser than commercial quantity but greater than small
g.

10Y/1 lakh

Commercial quantity

10-20Y/ 1-2 lakh

In relation to coca plant- transport, sale, purchase

10Y/ 1lakh

Embezzlement or illegal disposing of opium by
cultivators

10-20Y/ 1-

External dealings in narcotic drugs and psychotropic

Allowing premises to be used for commission of
offence

Financing illicit traffic and harbouring offenders

Licensee —unable to maintain account, fails to
produce license

Consumption of narcotic and psychotropic
substances

1Y/20000

Offence with no punishment

6 M

Death penalty (quantity more than specified by
Govt.)

Death

Medicinal and Toilet Preparation Act and Rules

Non-compliance with conditions of license, failure to pay
duty

6 M/ 200

Failure to supply information or false information

Attempting or committing commission of any offence

Connivance of offences by owners or occupiers of land

6 M/ 500

Vexatious search, seizure by excise officer

2000

Failure of excise officer on duty

3M

Improper keeping of stocks or accounts

100

Making false entries or tearing pages from stock book

2000

el el el Il ol Rl

Sale of dutiable goods otherwise than in prescribed
containers bearing the labels

1000

| Failure to furnish poof of export within specified period

.| Opening any locks or door of warehousing without

consent

| Making any alteration in warechouse

| Removing goods from warehouse without consent

.| Obstructing the officers and giving false information

| Wilfully and maliciously giving false information

2 M/ 2000

| Disclosure of information by excise officer

1000

| Breach or any rule where no penalty is provided

1000

Drugs and Magic Remedies Act

Any offences made under this act

l6M-1Y

Poison Act

Any offences made under this act

| 3M/ 500

| 6 M/ 1000

Medical Termination of Pregnancy Act and Rules

Any offences made under this act

| 1000

Patents Act and Rules

Contravention of secrecy provisions

2 Y/fine

Falsification of entries in register

Unauthorized claim of patents rights

Wrongful use of word ‘patent office’

6 M /fine




Refusal/failure to supply information

Practice of non-registered patent agents

Offences by companies

Every one

Designs Act and Rules

Any person in contravention of this act

25000 to proprietor

Trade and Merchandise Marks Act

Penalty for applying false trademarks, trade description

2Y/ fine

3Y/ fine

Penalty for selling goods to which a false trademark or
false trade description is applied

Penalty for falsely representing a trademark as
registered

Penalty for improperly describing a place of business as
connected with the trademark office

6M

Penalty for falsification of enftries in the register

2Y

Insecticides Act

Import, manufacture, stocks, sale misbranded insecticide

2Y/ 2000

3Y/ fine

Manufacture, sale of insecticide without license

Import, manufacture without certificate of registration

Sells prohibited insecticide

Use any prohibited insecticide

Obstructs an insecticide inspector

Uses an insecticide in contravention of this act

Factories Act

General penalty for offence- Section 87

3 M/ 2000

Enhanced penalty after previous convection- Section 94

6 M/ 1000

Penalty for obstructing inspectors- Section 95

3 M/ 500

Penalty for wrongfully disclosure results of analysis-
Section 96

Offences by workers- Section 97

Penalty for using false certificate of fitness- Section 98

1M/ 50

Penalty for permitting double employment of child-
Section 99

50

Worker wilfully misuse any appliance- Section 111

3 M/ 1000

Disclosure of information by inspector- Section 118

6 M/ 1000

Industries Act

Fails to register his undertaking in the prescribed
manner or fails to take a license or permission

6 M/ 5000

Furnish false statement or information

3 M/ 2000



















SYLLABUS

NATURAL PRODUCTS:

Pharmacognosy of Senna, Digitalis, Clove, Cinnamon, Rauwolfia, Ergot, Belladonna, Vinca, Ginseng, Opium
and Gelatin. Chemical nature of the active constituents, tests and mode of action of these drugs.

PHARMACEUTICS (Technology of drug delivery system, Biopharmaceutics, Pharmaceutical legislation):
Technology of drug delivery system: Manufacture, Standards, labelling, packaging and storage of dosage
forms like tablets, capsules, liquid orals, injectables, topical preparations, blood products and plasma
substitutes, sustained release dosage forms and novel drug delivery systems.

Sterilization: Different methods of sterilization and sterility testing of pharmaceuticals.

Basics of pharmacokinetics and their importance in formulation, Bioavailability, Bioequivalence, Stability
studies.

Drugs and Cosmetics Act and Rules, Pharmacy Act, Narcotic and Psychotropic Substances Act, Essential
Commodities Act, Drugs (Price Control) Order.

PHARMACEUTICAL ANALYSIS:

Principles and application of absorption spectroscopy, chromatography, potentiometry, complexometry,
non-aqueous titrations with reference to drugs given in Indian Pharmacopoeia. Microbiological assays
and biological standardization of antibiotics and vitamins as per LP.

PHARMACOTHERAPEUTIC AGENTS AND CLINICAL PHARMACOLOGY:

Nomenclature, synthesis, uses, mechanism of action, SAR and metabolism of drugs belonging to the
following categories which are official in Indian Pharmacopoeia.

Neuroleptics and tranquilisers, antihypertensives, antiarrhythmics, vasodilators, diuretics, antibiotics,
sulphonamides, analgesics and anti-inflammatory drugs, antihistaminics, antineoplastics, antiamoebics,
oral contraceptives, antituberculars and antileprotics, antimalarials, insulin and other antidiabetics,
corticosteroids, antiulcer and antiasthmatics.

Clinical aspects of pharmacy and pharmacology, drug interactions, Basic concepts of drug metabolism.
Evaluation of drugs in human beings/ clinical trials.

Drug therapy in paediatrics, geriatrics and during pregnancy.

Radioisotopes in medical practice, Biological effects of radiation.

MICROBIOLOGY AND BIOTECHNOLOGY:
Classification, cultivation, isolation, identification and nutritional needs of bacteria, viruses, protozoa

and fungi, Microbial genetics and variations, Theoretical aspects of immunity, sources and mode of

infection, general methods of preparation, standardization, preservation, storage and uses of Vaccines,

Sera and diagnostic agents, Antigen - antibody reactions, Mycobacterium - Tuberculosis,
Leprosy - Salmonella, Shigella, spirochetes, mycoplasma, diarrhoeal diseases, ELISA, Bacteriology of
water, milk and food.

Drug sensitivity tests for Bacteria.
Fermentation technology: production of alcohol, acetic acid, citric acid, penicillin, tetracycline.







Tablets: (a)Formulation of ditferent types of tablets, granulation, technology on largescale by various
techniques, physics of tablets making, different types of tablet compression machinery and the
equipments employed, evaluation of tablets. (b)Coating of Tablets : Types of coating, film forming
materials, formulation of coating solution, equipments for coating, coating process, evaluation of coated
tablets.(c)Stability kinetics and quality assurance.

Parenteral Products: (a)Preformulation factors, routes of administration, water for injection,
pyrogenicity, non aqueous vehicles, isotonicity and methods of its adjustment (b)Formulation details,
containers and closures and selection.

(c)Prefilling treatment, washing of containers and closures, preparation of solution and suspensions,
filling and closing of ampoules, vials, infusion fluids, lyophillization & preparation of sterile powders,
equipment for large scale manufacture and evaluation of parenteral products.(d)Aseptic Techniques-
source of contamination and methods of prevention, Design of aseptic area, Laminar tlow bench services
and maintenance. (e)Sterility testing of pharmaceuticals.

Surgical products : Definition, primary wound dressing, absorbents, surgical cotton, surgical gauzes etc,,
bandages, adhesive tape, protective cellulosic hemostastics, official dressings, absorbable and
nonabsorbable sutures, ligatures and catguts. Medical prosthetics and organ replacement materials.
Packaging of Pharmaceutical Products: Packaging components, types, specifications and methods of
evaluation, stability aspects of packaging. Packaging equipments, factors influencing choice of containers,
legal and other official requirements for containers, package testing. .

Liquid Dosages Forms : Introduction, types of additives used in formulations, Vehicles, stabilizers,
preservatives, suspending agents, emulsifying agents, solubilizer, colors, flavours and others,
manufacturing packaging and evaluation of clear liquids, suspensions and emulsions official in
pharmacopoeia.

Semisolid Dosage Forms : Definitions, types, mechanisms of drug penetration, factors influencing

penetration, semisolid bases and their selection. General formulation of semisolids, clear gels
manufacturing procedure, evaluation and packaging.

Pharmaceutical Analysis

Quality assurance: GLP, TQM, Quality Review and Quality Documentation. Validation /Qualification
(DQ/1Q/0Q/PQ), validation of equipment, validation of analytical procedures.

The theoretical aspects, basic instrumentation, elements of interpretation of spectra, and applications of
the following analytical techniques should be discussed :

1.Ultraviolet and visible spectrophotometry

2.Fluorimetry.

3.Infrared spectrophotometry.

4 Nuclear Magnetic Resonance spectroscopy including 13¢ NMR.

5.Mass Spectrometry.

6.Flame Photometry.

7.Chromatography(TLC, HPLCHPTLC,GLC, Paper Chromatography,)

8.Atomic Absorption Spectroscopy.

Pharmacology and toxicology
Introduction and general principle of pharmacology and toxicology: Mode of action, drug receptor

interaction, drug antagonist, absorption, distribution, metabolism and excretion, rate of administration,
Bioavailability, drug dependence and addiction, drug abuse and toxicity, drug adverse reaction, Drug
allergy of Central nervous system, Cardiovascular system, Autonomic nervous system, Gastro intestinal
system and Respiratory system. Pharmacology of Autocoids, Hormones, Hormone antagonists,
chemotherapeutic agents including anticancer drugs. Bioassays, Immuno Pharmacology. Drugs acting on
the blood & blood forming organs. Drugs acting on the renal system.




Microbiology

1. Introduction to the scope of microbiology.

2. Classification of microbes and their taxonomy. Actinomycetes, bacteria,
rickettsiae, spirochetes and viruses.

3. Identification of Microbes: Stains and types of staining techniques, electron microscopy.
4, Nutrition, cultivation, isolation of bacteria, actinomycetes, fungi, viruses, etc.
5.Microbial genetics and variation.

6.Control of microbes by physical and chemical methods.

a. Disinfection, factors influencing disinfectants, dynamics of disinfection,
disinfectants and antiseptics and their evaluation.

b. Sterilization, different methods, validation of sterilization methods

& equipments.

7. Sterility testing of all pharmaceutical products.

8. Microbial assays of antibiotics, vitamins & amino acids.

Pharmacognosy

Source, Chemical constituents, uses and adulteration of the following classes of natural drugs, Rauwolfia,
Ipecacuanha, Belladona, Cinchona, Cinnamon, Digitalis, Senna, Aloe, Nuxvomica, Opium Alkaloid, Kurchi,
Brahmi, Tulsi, Bael and Ephedra. And Glycosides : Chemistry and biosynthesis of digitoxin, digoxin,
hecogenin, sennosides, diosgenin and sarasapogenin. Alkaloids: Chemistry, biogenesis and
pharmacological activity of atropine and related compounds; quinine, reserpine, morphine, papaverine,
ephedrine, ergot and vinca alkaloids.

Hospital & Clinical Pharmacy

Introduction to Clinical Pharmacy. Therapeutic Drug Monitoring Concept of Essential Drugs and Rational
Drug use. Drug Store Management and Inventory Control: (a) Organization of drug store, Types of
materials stocked, storage conditions (b) Purchase and Inventory Control principles, purchase
procedures, Purchase order, Procurement and stocking. Drug distribution Systems in Hospitals:(a) Out-
patient dispensing, methods adopted. (b) Dispensing of drugs to in-patients. Types of drug distribution
systems. Charging policy, labeling.(c) Dispensing of drugs to ambulatory patients. (d) Dispensing of
controlled drugs. Manufacture of Sterile and Nonsterile Products: Policy making of manufacturable items,
demand and costing, personnel requirements, manufacturing practice,Master formula Card, production
control, Manufacturing records. Records and Reports: Prescription filling, drug profile, patient
medication profile,cases on drug interaction and adverse reactions, idiosyncratic cases etc.

Medicinal Chemistry
Structure, nomenclature, classification, synthesis, SAR and metabolism of the following category of drugs,

which are official in Indian Pharmacopoeia and British Pharmacopoeia. Introduction to drug design.
Stereochemistry of drug molecules. Hypnotics and Sedatives, Analgesics, NSAIDS, Neuroleptics,
Antidepressants, Anxiolytics, Anticonvulsants, Antihistaminics, Local Anaesthetics, Cardio Vascular drugs
- Antianginal agents Vasodilators, Adrenergic & Cholinergic drugs, Cardiotonic agents, Diuretics,

Antijypertensive drugs, Hypoglycemic agents, Antilipedmic agents, Coagulants, Anticoagulants,
Antiplatelet agents. Chemotherapeutic agents — Antibiotics, Antibacterials, Sulphadrugs. Antiproliozoal

drugs, Antiviral, Antitubercular, Antimalarial, Anticancer, Antiamoebic drugs. Diagnostic agents.
Preparation and storage and uses of official Radiopharmaceuticals, Vitamins and Hormones. Eicosonoids
and their application.




Anatomy and physiology
Elementary knowledge of following systems :-Blood, Digestive System , respiratory system, Eye, Ear,
Reproduction system and Urinary system.

Pharmaceutical Jurisprudence

A briefer view. And elaborate study of the following.

a.Pharmaceutical Ethics

b.Pharmacy Act 1948.

¢.Drugs and Cosmetics Act 1940 and Rules 1945.

d.Narcotic Drugs & Psychotropic Substances Act 1985 & Rules.
e.Drugs Price Control Order.

f.Drugs and Magic Remedies (Objectionable Advertisements) Act 1954
g.Prevention of Cruelty to Animals Act 1960.

h. Drugs Patent Act

Biopharmaceutics & Pharmacokinetics

Introduction to Biopharmaceutics and Pharmacokinetics and their role in formulation development and
clinical setting..Biopharmaceutics Passage of drugs across biological barrier (passive diffusion, active
transport, facilitated diffusion and pinocytosis). Factors influencing absorptionPhysicochemical,
physiological and pharmaceutical. Drug distribution in the body, plasma protein binding.
Phamacokinetics Significance of plasma drug concentration measurement. Compartment model-
Definition and Scope. Pharmacokinetics of drug absorption -Zero order and first order absorption rate
constant using Wagner-Nelson and LooReigel man method. Volume of distribution and distribution
coefficient. Compartment kinetics -One compartment and two compartment odels.Determination of
pharmacokinetic parameters from plasma and urine data after drug administration by intravascular r
and o'al route.Curve fitting (method of Residuals), regression procedures. Clearance concept, Mechanism
of renal clearance, clearance ratio, determination of renal clearance.Extraction ratio, hepatic clearance,
biliary excretion, Extrahepatic circulation. Non-linear pharmacokinetics with special reference to one
compartment model after 1. V drug administration, Michaeles Menten Equation, detection of non-
linearity (Saturation mechanism). Clinical Pharmacokinetics Definition and scope . Dosage adjustment in
patients with and without renal and hepatic failure. Design of single dose bio-equivalence study and
relevant statistics. Pharmacokinetic drug interactions and their significance in combination therapy.
Bioavailability and bioequivalence Measures of bioavailability, Cmax, t max, and Area Under the Curve
(AUe). Design of single dose bioequivalence study and relevant statistics. Review of regulatory
requirements for conduction of Bioequiv alent studies.

Pharmaceutical Biotechnology
Genetic Recombination : Transformation, conjugation, transduction, protoplast fusion and gene cloning

and their applications. Development of hybrid om a for monoclonal antibodies. Study of drugs produced
by biotechnology such as Activase, Humulin, Humatrope, HB etc. Antibiotics: Historical development of
antibiotics. Antimicrobial spectrum and methods used for their standardization. Screening of soil for

organisms producing antibiotics, fermenter, its design, control of different parameters. Isolation of
mutants, factors influencing rate of mutation. Design of fermentation process. Isolation of fermentation
products with special reference to penicillinsstreptomycins tetracyclines and vitamin B12.













storage, the technical qualifications of the staff etc. which are likely to affect the potency or purity of the
product, taking samples of drugs from premises of manufacturer/ dealers for test or analysis, (iii)
investigation of cases of spurious drugs and related complaints and (iv) launching of prosecutions for
breaches of the Drugs and Cosmetics Act, 1940 and Rules.

Probation:- Two Years

Head Quarter:- Central Drugs Standard Control Organization, New Delhi, Zonal /Sub-Zonal/Port Offices
etc. Anywhere in India.

Interview:- Yes

Examination scheme:
The exam will be for a duration of two hours
The exam will be conducted in English medium only
The test will be objective type, carrying multiple choice questions
[t will carry a maximum of 100 marks
There will be negative marking for wrong answers. Each wrong answer will carry a deduction of
one-third of the marks assigned to that question
If there is no answer marked for a question, then there will be no penalty for the same

Syllabus:-

¢ Basic Knowledge in Pharmaceutical Chemistry - Chemistry of Drugs, their uses Pharmacological
and Toxicological effects of Drugs
Knowledge in manufacturing and evaluation of Pharmaceutical Dosage Forms
Knowledge in Analysis of Drug formulations and Active Pharmaceutical Ingredients
Procedures involved in collection of blood and preparation of its components
Procedures involved in production of Vaccines, Sera and Biotech products
Good Manufacturing Practices in manufacturing activity
Good Laboratory Practices in analysis of Drugs and Cosmetics
Good Clinical Practices
Knowledge of Investigational skills
Drugs and Cosmetics Act and Rules with respect to Clinical Trials, Manufacture, Sale and Import of
Drugs, Medical Devices and Cosmetics.
Basic Principles of Biopharmaceutics and Pharmacokinetics
Basic Knowledge of Computer Applications
English Language Proficiency
The candidates who clear the examination will be asked to submit the required documents. And
subject to the verification of these documents, they will be called for the interview round.
















7. Medical and Toilet Preparation Act, 1955.
8. Prevention of Cruelty to Animal Act.

9. Trademark Registration Act.

10. Pharmaceutical Ethics.

Unit-2- MANUFACTURING PHARMACY

. Tablet and Tablet coating.

. Capsule.

. Emulsion, Suspension, Ointment and Cream.

. Ophthalmic Solutions.

. Blood Fluid and Electrolytes.

. Parenteral preparation and Quality Control.

. Surgical Dressing.

. Biological preparation ... (Sera, Vaccine and Anti-Sera)
. Biopharmaceutics. 2
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Unit-3- PHARMACEUTICAL ANALYSIS

1. Limit Test.

2. Bio-Assay.

3. Sterility Test.

4. Pyrogen Test.

5. Theory & Application of Colorimeter, Florimeter, Nephlometer and Turbidometer, U.V Visilile
Spectrophotometer.

6. Kerl Fischer Titration.

7. Alcohol determination.

8. Microbiological Assay of Vitamins, Antibiotics and Vaccine Preparation.

Unit-4- MEDICINAL CHEMISTRY

Structure, Storage, Preparation & Brand names of the Following Classes (Definition, Classification etc.):
1. Steroids

2. Sedatives and Hypnotics.

3. Psycho-therapeutic Agents.

4. Antihistaminic Agents.

5. Analgesics (narcotic, non-narcotic and NSAID)

6. Cardiovascular Agents.

Unit-5 -PHARMACOGNOSY

Source, Chemical constituents, uses and adulteration of the following classes of natural drugs, Rauwolfia,
Ipecacuahna, Belladona, Cinchona, Cinnamon, Digitalis, Senna, Aloe, Noxvomica, Opium, Kurchi, Brahmi,
Tulsi, Bael and Ephedra.

Unit-6- PHARMACOLOGY & TOXICOLOGY

Introduction and General PrincipleMode of action, Drug receptor interaction, Drug, antagonist,
Absorption, distribution, metabolism and excretion of drugs, Routes of administration, Bioavailability,
Drug dependence and addiction, Drug abuse and toxicity, Adverse drug reaction, Drug allergy,
Biostatistics.

Unit-7- HOSPITAL & CLINICAL PHARMACY
Handling of prescription, Incompatibility, Storage conditions of drugs, Clinical Pharmacy and its role in
Hospital.


































Conductometry (j) Flam Photometry (k) Non-queous titrations Karl-Fisher reaped (i) Application of
instruments analysis to Pharmaceutica Analysis. Examples from Pharmacopoeia.

7. PHARM. JURISPRUDANCE :- (1) Pharmaceutical Jurisprudence (2) Solid Dosage form : Tablets, Capsules
(3) Liquid: Syrup, Suspension, Emulsi, Extract (Herbal Drugs) (4) Genisole : Cream, Ointment (5) Aerisols (6)
Cosmetcis (7) Parenterals - LVP, SVP (8) Pharmacokinetics :- a) Factors affecting bioavailability b) Method of
establishing in-vivi and in-vitro corelationship ¢} Estimation of Pharmacokinetic parameters and
determination of AVL (9) General aspects of Pharmaceutical Technology (10) Stability Testing.

8. PHARMACEUTICAL CHEMISTRY :- 1.Drugs Isolated from natural sources 2. Mechanism of Drug action. 3.
Oxidation, Reduction, Sulfonation, Nitration. 9. PHARMACEUTICAL SCIENCES :- Natural roducts: Chemistry,
tests, uses and mode of action of cardiac glycosides, alkaloids, purines and terpenes. Pharmacognosy of senna,
Digitals, Cinnamon, Rouwolfia Ergot, Opium, Clove, Belladonna Ginseng.

10. MEDICINAL CHEMISTRY AND PHARMACOLOGY :- A) Pharmacotherapeutic Agents: Structure,
nomenclature, uses, mechanism of action and structure activity relationship of drugs belonging to the
categories of neuroleptics, antidepressants antianxiolytics, antihypertensives, antiarrhythmics, vascodilators,
diuretics, analgesics, antihistamines. Preparation and storage of official radiopharmmaceuticals. B)
Chemotherapeutic Agents, Structural formulae, classification nomenclature, uses, mechanism of action and
structure-activity relationship of drugs belonging to the categories of sulphonamides, anticancer drugs,
antibiotics, antiamoebic agents, antiviral drugs, antitubercular drugs, anthelmintyics. C) Drug Synthesis:
Synthesis of drugs which are official in Indian and British Pharmacopoeia belonging to the categories of local
anesthetics, barbiturates, anticonvulsants, antihistamines, tranquilisers, synthetic hormones,
antihypertensives, diuretics, vasodilators.

11. PHARMACEUTICS:- a) Technology of Drug Delivery Systems: Manufacture, standards,presentation,
labelling, packing and storage of formulations belonging to the categories of parentals, tablets, casules,

aerosols, liquid orals, opthalmic preparatiions and new drug delivery systems. Basics of pharmacokinetics and
their importance in formulation. b) Pharmaccutical Jurisprudence: Legal aspects of manufacture, storage and
sale of drugs. Pharmacy Act.

12.PHARMACEUTICAL ANALYSIS:- Principles and applications of the following: Absorption spectroscopy,
chromatography, potentiometry, conductometry and polarography. Pharmacopoeial assays. Principles of
NMR and mass Spectroscopy.

13. BICHEMISTRY,BIOPHARMACEUTICALS AND CLINICAL PHARMACY:- Drug distribution and
metabolism. Absorption and bioavailability of drugs. Biochemical role of hormones, vitamins, enzymes and
nucleic acids. Principles involved and apparatus used in the analysis of blood, urine, gastric juice, feaces etc.
Clinical aspects of Pharmacy and drug interaction. General principles of immunology. Immunological
techniques used in Pharmacy.

14. MICROBIOLOGY:- Classification of different microbes, Microbial flora of human pathogenicity. Methods
used for identification. Sterilization of different pharmaceutical dosage forms. Sterility testing. Methods of
preparation of official sera and vaccines. Serological and diagnostic tests. Principles and methods of
microbiological assays of the pharmacopoeia. Applications of microorganisms in bioconversions and
Pharmaceutical industry.
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