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Dear Reader,

As part of its endeavour to provide a SMART (Simple, Moral, Accountable,
Responsible and Transparent) administration, the State Government of Andhra
Pradesh has launched a major Human Resource Development and Training
initiative aimed at developing a large human resource base of well: informed

and responsive functionaries and officials.

The successful and effective implementation of any initiative or programme
in government is largely the result of the involvement and efforts put.in by its
functionaries at all leveis. Obviously, the most fruitful way in which to bring;this
about is to make individual functionaries aware of their role functions and
responsibilities. To achieve this, the Human Resource Development Institute
of AP, as the apex training institution of the State Government: responsible
forthe overall implementation and co ordination of the state traininginitiative,

has proposed to bring out departmentwise Manuais in two:parts, namely
1. Departmental Manual
2. Functionary Manuat

The Departmental Manual would indicate the role, responsibilities and
functions of the department. The Functionary Manual will detail!, as-the
nomenclature indicates, the functions and responsibilities of the functionaries within
the department, at all levels. While doing so, the evolving role of govern-
mental functionaries in being effective managers of change in a welfare
state has been delineated. The Departmental Manual also. details. the
department's organisational chart, the rules, regulations, legislations and
enactments which govern its functioning and direct its activities andithe:varicus
interdepartmental interactions it has to perform. The Manual also facilitates

a definition of the Department's role in serving the general public as customer



while drawing up a vision for its future devetopment in the coming
decades in Jine with the Vision 2020 of the state.

The present volumes developed by the Drugs Control Admnistration are
in two parts. As is evident, these publications are the outcome of thorough
study and analysis of the department's role, functions and procedures. They are
intended to serve as useful aids to each and every employee of the department in
the effective discharge of his functions. It may be noted, however, that these
manuals do not replace the codes and orders on the subject but are, at best,
meant to guide and assist the functionaries in the effective discharge of their
duties.

Any suggestions for the improvement, of these Manuals may be sent
directly to the Director General, Dr. MCR HRD Institute of Andhra Pradesh,

Road No. 25, Jubilee Hills, Hyderabad -500 003, for consideration and
incorporation in subsequent updations and revisions of the Manuals.

PVRK PRASAD ias

Director General
Dr. MCR Human Resource Development
Institute of Andhra Pradesh
&
Ex-officio Spl. Chief Secretary to Government (HRD)



INTRODUCTION

The Drugs Control Administration at the time of inception in the year 1952
was .functioning in the Directorate of medical Services. The first basic level
functionaries sanctioned to this Department were four Drugs Inspectors for
implementation of the Drugs and Cosmetics Act, 1940 and Rules made there-
under (formerly called as The Drugs Act, 1940 and The Drugs Rules, 1945} in
the erstwhile Andhra State for implementation in Andhra area only. After the
formation of separate Andhra Pradesh State in the year 1956 four more Drugs
Inspectors were appointed and implementation of this Statute was extended to
Telangana Area also.

Subsequently, Drugs Control Administration was also entrusted with the
enforcement of Prevention of Food Adulteration Act and the Head of the De-
partment was designated as Drugs Controller and Food Health Authority. In
the year 1981 the Department of Drugs Control Administration was accorded
independent status with a separate Directorate headed by a Director function-
ing under the Ministry of Medical and Health, Government of Andhra Pradesh.

The main objective of Drugs Control Administration is to ensure that the
drugs that are made available to the people, who use them for prevention,
mitigation or treatment of diseases are of the required standards of quality,
purity and strength and are packed in containers giving all necessary informa-
tion about the drug and its manufacturer, Drugs Control Administration regu-
lates the manufacture, sate and distribution of drugs in the State.

Drugs Control Administration in the State of Andhra Pradesh is imple-
menting the following Central legistation throughout the state.

1. The Drugs and Cosmetics Act, 1940 and Rules made thereunder .
2. Drugs (Prices Control) Order, 1995.

3. The Drugs and Magic Remedies (Objectionable Advertisements) Act,
1954 and Rules made thereunder .

4. The Andhra Pradesh Narcotic Drugs and Psychotropic Substances
Rules, 1986 (Licensing Part).



Th/e_ organisational set up of various functionaries in Drugs Control Ad-
ministration are broadly classified into two wings.

|. Enforcement Wing 2. Laboratory Wing

Enforcement: Wing performs the functions of enforcement of the above
legalisation in the, State and Laboratory Wing performs the Test/Analysis of
various Drugs/Cosmetics samples sent for analysis and issues the Certificate
of Test/Analysis. The Inspector General; Drugs and Copyright is the overall
Head. of the Department for General Administration and under him Enforce-
ment Wing and Laboratory Wing functionaries perform their distinct functions
enlisted in this functionary Manual in detail.

No functionary’ manual is prepared.in this Department till to date and this
manual now. brought out is an initial effort in this direction incorporating the
consolidated. information. covering all.the areas revolving around each func-
tionary in the Department on the lines of suggestion given by DrM.C.R. Hu-
man Resources Development Institute of Andhra Pradesh in pursuance of the
directions. of C-;overnment of Andhra Pradesh.

K KRISHNA MOORTHY IPS
Inspector General, Drugs & Copyright
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Chapter - I

Functionaries in Drugs
Control Administration






FUNCTIONARIES IN DRUGS
CONTROL ADMINISTRATION

INSPECTOR GENERAL, DRUGS AND COPYRIGHT

ORIGIN OF THE POST REASONS FOR CREATION AND ROLE PLAYED
BY THE FUNCTIONARY :

The Department of Drugs Control, Administration was originally
functioning under the Directorate of Medical Services. The Director of
Medical Services was the Drugs Controller and Licensing Authority un-
der the Drugs and Cosmetics Act, 19401 and Drugs and Cosmetics Rules,
1945 till 1976.

In the year 1976, the Government posted SriM.V. Thomas, |.P.S..
deputy, Inspector General of Police as Additional Director, Vigilance and
Enforcement in Medical Department. The Government felt that there
should be an independent and separate Department for Food and Drugs
for effective functioning and enforcement of Drugs and Cosmetics Act
and Prevention of Food Adulteration Act in the State. So, the Drugs
Control Organisation and Food Control Organisation was separated from
the Directorate of Medical and Health Services. Sri M.V. Thomas, |.P.S..
was appointed as Head of the Department. Subsequently the Govermnent
separated the work relating to enforcement of prevention of Food Adul-
teration Acl and Food Laboratory, from this Department in October, 1981
and kept this under the administrative control of the Director, Institute of
Preventive Medicine, so as to facilitate the Drugs Control Department to
concentrale on the effective enforcement of the Drugs and Cosmetics
Act and other related enactments. From June 1981 to August 1996, the
department was headed by Sri C. Gopala Krishna Murthy, a technically
qualified Director.

Y Dr. M.C.R.H.R.D Institute of Andhra Pradesl



DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

The Government in G.O.Rt.N0.4673, General Administration
(SSC) Department.’ dated 26-08-1996 created an ex-cadre post of In-
spector General, Drugs and Copy right in the Office of the Director Gen-
eral and Inspector General of Police. A.P., Hyderabad and posted Sri
K.Jagannadha Rao, |.P.S., as Inspector General, Drugs and Copyright
to look after the general administration in the Department of Drugs Con-
trol Administration with effect from 28-08-1896. Subsequently, Sri.
K Krishna Moorthy. |.P.S.. was posted as the Inspector ‘ General, Drugs
and, Copynght’ transferring Sri K.Jagannadha Rao, |.P.S.. in the. month of
February, 1999. The Inspector General, Drugs and Copyright, is the Head of
the Department of Drugs Control Administration since 28-08-1996.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

The inspector General, is the Head of the Department looking after the
overall administration and enforcement of Drugs and Cosmetics Act, 1940 and
Rules made thereunder and also related enactments. In order to achieve this
objeclive he takes the assistance of the Director, Joint Directors (Enforcement
and Laboratory), Deputy Directors and Assistant Directors, Assistant Directors
{Non-Technical) and also the Regional Assistant Directors of the six Regions
in the State. He interacts with the Drugs Inspectors also periodically to achieve
this objective

He conducts meetings of Regional Assistant Directors every month to
review and assess performance of the Regional Assistant Directors and also
the Drugs Inspectors who are the field officers at the grass root level and evolves
strategies for bringing about improvements in their performance.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY:

He i1s the head of the Department. The powers of the Inspector Gen-
eral, , are classified into field functions and desk functions:

1. Field Functions:

a) Inspection of subordinate offices i.e., Regional Offices of Assist-
ant Directors. Drugs Control Laboratories and offices of Drugs
Inspectors periodically.

10 Dr. M.C.R.H.R.D institdte of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

b)

Attends the meetings of Public Accounts Committee, Legislative
Assurance Committee, Departmental Clearance Committee, De-
partmental Review Committee, Drugs Consultative Committee.
Project and Programme Approval Committee, Departmental Pro-
motion Committee, etc.

Desk Functions;

a)

b)

h)

He is the head of the Department to ensure proper functioning
and performance of the Director, Joint Directors, Deputy Direc-
tors, Senior Scientific, Ofricers, Assistant Directors, Assistant Di-
rectors (Non-Technical), Junior Scientific Officers and Drugs In-
spectors.

He is the Administrative head supervising overall administration of
Drugs Control Administration.

Appoints initial Gazetted Officers viz., Asst. Directors (Non-Tech-
nical), Junior Scientific Officers and Drugs Inspectors, Appoints all
Non-Gazetted staff and Class-IV.employees at Headquarters,

Transfers and Postings of Junior Scientific Officers and Drug In-
spectors are done by him.

Sanctions casual leaves and Earned Leaves to the Gazetted Of-
ficers and Earned leaves to the Non-Gazetted Officers at Head-
quarters. He also sanctions Casual leave and Earned leaves to
the Regional Asst. Directors and Earned leaves to the Drugs In-
spectors.

Sanctions increments to all the Gazetted Officers in the Depart-
ment.

Sanctioning Authority in respect of Pensions to all Gazetted Offic-
ers, Non Gazetted Officers and Class IV Employees at Headquar-
lers and all Senior Assistants and Superintendents working in the
Regional Offices.

Reviews the performance of the Regional Assistant Directors once
every month in the monthly meetings.

Dr. M.C.R.H.R.D Institule of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

q)

He is the Disciplinary Authority and Appellate Authority under A.P.
Civil Services {CCA) Rules in respect of first Gazetted..Officers
(Assistant Director {(N.T.}, Junior Scientific officers, Drugs Inspec-
tors, Non-Gazetted Officers and Class-IV employees at Head-
quarters, Senior Assistants and Superintendents working at Re-

gional. Offices.

lLooks after the Administrative matters relating to Establishment,
Stores and Accounts.

He nominates the Vigilance Officers, Press and Public Relations
Officer and enquiry officers in Departmental enquiries.

He initiates the Annual Confidential Reports in respect of r he
Director. He countersigns the Annual Confidential Reports of Joint
Directors, Deputy Directors, Assistant Directors, Senior Scientific
Officers, Assistant Directors (Non-Technical), Junior Scientific Of-
ficers,” Drugs Inspectors, Superintendents and Junior Analysts.

He exercises financial powers of the Head of the Department in
terms of Article-6 of Chapter-1l of Financial Code Vol-I.

He is the Budget Controlling Authority of the Department. Prepa-
ration of Budget and Estimates, Revenue and Expenditure, scru-
tiny of Revenue and Expenditure statements, preparation of
Number statements and all related financial matters are approved
by him.

Sanctions loans to the Employees such as House Building Ad-
vance, Motor Cycle Advances, Marriage Advances. G.P.F. Loans,
reimbursement of Medical expenses to the Employees.

To formulate the Plan Schemes.

Approves Purchase of Machinery and equipment and Materials
and Supplies.

OPERATIONAL JURISDICTION OF THE FUNCTIONARY..

He is the Head of the Department. He is independent in his decisions

both in the Administrative and financial matters. He is responsible for proper

i2
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DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

and effective functioning of the Department. His decisions are binding on all
the Officers of the Department. He is the, appellate Authority of every deci-
sion taken by his subordinates. He has jurisdiction over the entire State of
Andhra Pradesh.

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS:

The functionary is governed by the following enactments in the discharge of
his functions.

Administrative:
a) Andhra Pradesh Fundamental Rules.
b)  Andhra Pradesh State and Subordinate Service Rules.
c) Andhra Pradesh Ministerial Service Rules.
d) District Office Manual.
e) Andhra Pradesh Conduct Rules.

fy  Andhra Pradesh Civil Services (Classification, Control, Appeal)
Rules. Andhra Pradesh Service Commission Rules.

Financial..
a) Andhra Pradesh Financial Code Vol. 1 & II.
b) Andhra Pradesh Treasury Code Vol-1 &, 11
c) Andhra Pradesh Account Code Vol. |
d) Andhra Pradesh Budget manual
e) Andhra Pradesh Manual of Special Pay and Aillowances.

h) Andhra Pradesh Pension Code

i) Andhra Pradesh General Provident Fund Rules
i) Andhra Pradesh Group Insurance Scheme Rules.
k} Indian Accounts and Audit Manual.

CRITICAL PROVISIONS OF THE ENACTMENTS:
The Inspector General, takes all necessary steps for correct and proper

13 Dr. M.C.R.H.R.D Institute of Andhra Pradesh



DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

implementation of the Rules and Regulations related to the Department for
effective functioning and enforcement of the Acts and Rules in the State.

INTRA-DEPARTMENTALAND INTER DEPARTMENTAL APPROACH IN CASE
OF ANY HELP:

The Inspector General, is overall head of the department of Drugs
Control .Administration. Where any help is required intra-departmentally he

approaches the Police Department or other Departments for getting assist-
ance. Where inter departmental help is required he coordinates the work inter-

departmentally.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS AND COMMISSIONS:

The Inspector General, is the Disciplinary Authority under Andhra Pradesh
Civil Services {CCA) Rules, 1991. He is the Competent Authority to initiate
Departmental action against any Subordinate Officers in the department for
misconduct or misbehaviour or any violation of Rules.

He is the Appellate authority for any decisions of subordinate officers. He
can take appropriate necessary action for any remedial measure as per the
procedure laid down under the above Rules.

QUANTIFICATION OF WORK QUTPUT AND ASSESSMENT OF HIS PER-
FORMANCE:

The Government has fixed certain parameters for evaluation of per-
formance of Heads of Departments, and the monthly evaiuation report con-
tains the following parameters,:

a) implementation of the policies.

b) Performance in projects and programmes.

c) Disposal of files.

d) Disposal of references from Chief Minister’s Office.
C) Implementation of Chief Minister's announcements,

f) Computerisation of the Departments.

14 Dr. M.C.R.H.R.D Institute of Andhra Pradesh
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9)
h)

p)

Disposal of Courts cases.

Periodic action on matters referred by Vigilance and Enforcement
and Anti Corruption Bureau.

Media sensitiveness and responses to reports.
Regular inspections.

Surprise inspections, findings follow-up action.
Human Resources Developments Programmes.
Office Environment.

Administrative Reforms.

Corrective Action on Audit Reports.

Follow-up action of Comptroller and Auditor General Reports.

In addition the following parmeters are specific to the Department of

Drugs Control Administration:

a)

b)
c)

d)

Number of inspections of manufacturing and Sales concerns car-
ried out.

Number of violations detected.
Number of samples of drugs picked for analysis.

Number of samples received and analysed in Drugs Control Labo-
ratories of the State.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

The following periodicals are to be submitted to the Govermnent of
India and Govermnent of Andhra Pradesh.

a)

b)

Resume on Drugs Control Administration to be submitted to the
Government of India.

Monthly report on enforcement of Drugs and Cosmetics Act and
Rules made thereunder has to be submitted to the Government of
Andhra Pradesh.

Annual Administration Report.

Or. M.C.R.H.R.D Institute of Andhra Pradesh



DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

d} On Jamnabhoomi Programme.
i) Report on Clean and Green.
iiy Report on File disposal.
e) Expenditure on Plan Schemes.
f) Annual Self appraisal Report.
LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

The list of Registers maintained in the office of Inspector General,
Drugs and Copyright are shown in Amexure-!

FORMS OF CORRESPONDENCE OR DOCUMENTATION:

The following forms are used for communication of information from
the Head of the Department

a) State Administration Report.

b) Resume on Drugs Control Administration to be sent to the Gov-
ernment of India in connection with the Drugs Consultative Com-
mittee meetings.

c) Annual Self Appraisal Report to the Government.

d) Service Satisfactory Certificates in respect of ail the Gazetted Of-
ficers in the Department.

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS.

The inspector General, Drugs and Copyright attends meetings con-
vened by Indian Pharmaceutical Association, A.P. Chemists & Druggists Asso-
ciation and Indian Drug Manufacturers Association.

A}  General Public:
i} Consumer Forums.
B) Trade Associations:
i) All India organisation of Chemists & Druggists.
i) Dist. Chemists & Druggists Association of various Districts.

iii) Manufacturers’ Association:

16 Dr. M.C.R.H.R.D Institute of Andhra Pradesh
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C)

D)

E)
F)

All India Drugs Manufacturers Association.

Bulk Drug Manufacturers Association.

Oganisation of Pharmaceutical Manufacturers of AP.
Professional Associations:
i) indian Pharmaceutical Association of A.P. State Branch.
it} India Medical Council of A.P. State Branch.
iii) A.P. State Pharmacy Council, Hyderabad.
Central Government Departments:
i) Central Drugs Standard Control Organisation, New Delhi.

if) Central Drugs Standard Control Organisation, Zonal-Office.
Chennai.-

i} Central Drugs Standard Control Organisation, Sub-Zonal Office
Hyderabad.

iv) National Pharmaceutical Pricing Authority, Dept. of Chemicals &
Petrochemicals, New Delhi.

V) Central Govermnent Health Scheme Medical Stores Department.
vi) Narcotic Drugs Commission, Chennai.

vii)  Insurance Medical Services, Medical Stores and Blood Banks in
E.S.1. Hospitals/Institutions under E.S.l. Schemes.

Drugs Control Departments In All Tire States In India
Other Departments:
Police Department

To help in special investigations and to execute warrants of arrest on the
accused in the Cases filed by the departmental officers in-various
courts.

i)  District Collectorates in all the Districts.

i) Medical Education Departments Medical stores and blood banks in

government hospitals attached to teaching institutions.
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iv)

v)

vi}

vii)

viii)

Xi)

i)

Medical and Health services departments Medical stores in the Dis-
trict Medical and Health Offices in the District.

Vaidya Vidhan Prarishad Medical stores, blood banks in district head
quarters, area hospitals and district co-ordinator hospital services
medical stores.

Institute of Preventive Medicine and State Food Health Authority:
Blood banks vaccine production centers under the department.

AIDS Control Department : To co-ordinate the functioning of Blood
Banks.

Family welfare department: To initiate follow up action on the in-
spections of medical stores by this department.

Animal Husbandry Departmen t: To initiate follow up action on the
inspections of Medical Stores in Veterinary Hospitals, Dispensa-
ries, Vaccine Production Centres etc.

Dr. MCR Human Resource Development Institute. Hyderabad.
State Excise Department.

Training Establishments in Andhra Pradesh State and in other parts
of the country.
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ENFORCEMENT WING

DIRECTOR

ORIGIN OF THE POST, REASONS FOR CREATION AND ROLE PLAYED E
THE FUNCTIONARY:

The Drugs Control Department was functioning under the Direct
rate of Medical Services. The Director of Medical Services was also t
Drugs Controller and Licensing Authority under the Drugs and Cosmetics Ac
1940 and Drugs and Cosmetics Rules, 1945 upto 1976.

To enforce the Drugs and Cosmetics Act and Prevention of Food Adu
teration Act more effectively Government posted a separate Director for Publ
Health, Family Planning, Food and Drugs Control. The Goverrunent create
a-Vigilance Cell and posted an Officer of the rank of a Deputy Inspector Ger
eral of Police to work under the Director of Public Health, Family Planning an
Drugs Control vide G.0.Ms.No.587 Health, dated 28-06-1974.

Subsequently, the Government feit that there should be an independ
ent Department for effective enforcement of the Drugs and Cosmetics Act an
Prevention of Food Adulteration Act. Keeping this in view, Food and Drug:
Control Department was on 09-11-1976 vide G.0.Ms.N0.1078, M&H, dated
09-11-1976. Sri M.V.Thomas, |.P.S., was appointed as the Head of the Depart
ment. Again, the Government separated the work relating to Enforcement o
Prevention of Food Adulteration Act and Food Laboratory from this Depart-
ment during October, 1981 to facilitate the Drugs Control Department to con-
centrate on effective enforcement of Drugs and Cosmetics Act and Rules made
thereunder. Sri C. Gopala Krishna Murthy, Joint Drugs Controller, a techni-
cally qualified person who was first appointed as Drugs Inspector under Sec-
tion 21 of The Drugs and Cosmetics Act was appointed the first Director of
independent Drugs Control Administration in the State. Now the Director looks
after the technical matters and declared as Licensing Authority and Controlling
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Authority under the Drugs and Cosmetics Rules in respect of Drugs Manufac-
turing concerns. The Inspector General, Drugs and Copyright is the Head of
the Department.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

The post of the Director is filled by the Government by promotion from
the panel of Joint Directors. The Director interacts with the Joint Directors,
Deputy Directors, Assistant Directors, Drugs Inspectors and also with the offic-
ers of Drugs Control Laboratories. The Director interacts with all the subordi-
nate Officers, Inspector General and with the public.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY

The Director is appointed under Sub-rule ( 1) of Rule 69, rule 90 read
with sub-rule (1) of rule 138 of the Drugs and Cosmetics Rules, 1945 as Li-
censing Authority for the purpose of Part-VIl and Part-XIV of the said ruies and
also the approving authority for the purpose of Part-XV-A of the said Rules
for the entire State of Andhra Pradesh and also appointed as Controliing
Authority under sub rule (3) of rule-50 of the Drugs and Cosmetics Rules,
1945 for the purpose of sub-rule (2) of rule-50 of the said rules.

The following functions discharged by the Director:
Statutory Functions:

1) Grant/Renewal of Drug Licences and Cosmetics Licences to the
Manufacturing Units in the State.

2) Grant/Renewal of Narcotic Drugs and Psychotropic substances
Licences in the State.

3) Investigation on complaints relating to the Drugs and Cosmetics
Act and the Rules made thereunder.

4) Issue of Show Cause Notices to the Drugs/Cosmetics Manufac-
turing Units in the State.

5) Cancellations/Suspensions in respect of Drugs Manufacturing
Units and Cosmetics manufacturing units in the State.

6) Forwarding of applications to the Drugs Controller Generai (In-

b~
3]
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7

8)

9)

dia), (Central Licensing Approving Authority) New Delhi for grant/
renewal of Licences to the Biood Banks, Sera and Vaccine Manu-
facturing Units. Large Volume Parenteral Manufacturing Units in
the State.

Issue of Certificate of World Health Organisation G.M.P. Stand-
ards to the Drugs Manufacturing Units.

Issue of Transport Permits of Narcotic Drugs under N.D.P.S. Rules,
1986.

Action to be taken on the Not of Standard Quality Reports re-
ceived from the Government Analysts/State/Outside State.

Desk Functions :

To initiate Annual Confidential Reports of the Joint Directors.

Field Functions:

1.

Supervise the functioning of the Drugs Testing Laboratories at
Hyderabad and Vijayawada.

Attend the meetings like Drugs Consultative Committee, Drugs
Advisory Committee.

Inspections of Regional Offices of Asst. Directors, Offices of the
Drugs Inspectors, and Drugs Control Laboratories.

OPERATIONAL JURISDICTION OF THE FUNCTIONARY:

The jurisdiction of the Director comprises the entire State of Andhra

Pradesh

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS:

The Director is appointed as Licensing Authority in respect of Manu-
facturing concerns and aiso Controlling Authority under the Drugs and Cos-
metics Act, 1940 and Drugs and Cosmetics Rules, 1945. He is also the Li-
censing Authority under Andhra Pradesh Narcotic Drugs and Psychotropic
Substances Rules, 1986. The functions of the Director are statutory in nature.

23
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The functions of the Director are governed under the following enactments

also:

a) Drugs and Magic Remedies (Objectionable Advertisements) Act,
1954.

b) Drugs (Prices Control) Order, 1995,

C) Andhra Pradesh Narcotic Drugs and Psychotropic Substances
Rules, 1986 (Partly).

CRITICAL PROVISIONS OF THE ENACTMENTS:

The Director is notified as Licensing Authority for the Manufacturing
concerns of Drugs and Cosmetics in the State. Under the provisions of Drugs
and Cosmetic Rules 1945 Director is also notified as controlling authority un-
der the above said rules.

INTRA-DEPARTMENTALAND INTER DEPARTMENTAL APPROACH IN CASE
OF ANY HELP:

Since Inspector General, Drugs and Copyright is the Head of the De-
partment of Drugs Control Administration, Director may seek necessary as-
sistance and guidance from him both for Intra-departmental matters and inter-
departmental matters.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIALACTION IN CASE OF
OMISSIONS OR COMMISSIONS

The Director is accountable to the Inspector General, and the Govern-
ment for his acts of omission and commission. The Director can either by
himself or through the Inspector General can initiate remedial action.

QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS/HER
PERFORMANCE:

The Director is the Convenor of Review Committee Meeting in respect
of the Reports of Not of Standard Quality/spurious drugs and violations under
Drugs {Prices Control) Order, 1995 and Drugs and Magic Remedies (Objec-
tionabie Advertisement) Act. The Review Committee Meeting is conducted
twice in a week by the Director. The Director has to submit the report on the
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Review Committee Meetings to the Inspector General for review periodically.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

d)

Annual Self appraisal report.
Tour programme.

Inspection Reports on Offices of The Drugs Inspectors, Regional
Asst. Directors and Drugs Control laboratories.

Annual Confidential Reports of the Joint Directors.

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

This functionary does not maintain separate registers.

FORMS OF CORRESPONDENCE OR DOCUMENTATION:

1)
2)
3)
4)

5)

6)

Non-Conviction Certificate.
Performance Certificate of the Manufacturing Units.
Good Manufacturing Practices Certificate.

World Health Organisation Good Manufacturing Practices Cer-
tificate.

Transport Permits for Narcotic Drugs under Narcotic Drugs and
Psychotropic Substances Rules 1986.

Market Standing Certificate.

The formats the above certificates/statutory forms are enlisted in

Annexure-li -

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS

The Director attends meetings convened by Indian Pharmaceutical

Association, A.P. Chemists & Druggists Association and Indian Drug Manufac-

turers Association.

General Public:

i) Consumer Forums.

Trade Associations:
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i)  Dist. Chemists & Druggists Association of various Districts.
i)  Manufacturers’ Association:
All India Drugs Manufacturers Association.
Bulk Drug Manufacturers Association.
Oganisation of Pharmaceutical Manufacturers of A.P.
Professional Associations :
) Indian pharmaceutical Association of A.P. State Branch.
i)  Indian Medical Council of A.P. State Branch.
iif)  Andhra Pradesh State Pharmacy Council, Hyderabad.
Central Government Departments:
i) Central Drugs Standard control Organisation, New Delhi,

ii)  Central Drugs Standard Control Organisation, Zonal Office,
Chennai.

iii) ~ Central Drugs Standard Control Organisation, Sub-Zonal Office,
Hyderabad.

iv)  National Pharmaceutical Pricing Authority, Dept. of Chemicals &
Petrochemicals. New Delhi.

v}  Central Government Health Scheme Medical Stores Department.
vi)  Narcotic Drugs Commission, Chennai.

vii)  Insurance Medical Services, Medical Stores and Blood Banks in
E.S.I. Hospitals/Institutions under E.S.|. Schemes.

Drugs Control Departments In All The States in India
Other Departments
iy  Police Department :

To seek help in special investigations and to execute warrants
of arrest of accused persons in Cases filed by the departmental
officers in various courts.

26 Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

vi)

vii)

viii)

X)
Xi}

Xii)

District Collectorates in all the Districts in Andhra Pradesh.

Medical Education Department Medical stores and blood banks
in govermnent hospitals attached to teaching institutions.

Medical and Health services department Medical stores in the
District Medical and Health Offices in the district.

Vaidya Vidhan, Prarishad Medical stores, Blood banks in district
head quarters, area hospitals and district co-ordinator hospitals
services medical stores.

Institute of Preventive Medicine and State Food health authority,

.Blood bank, Vaccine production centers under its control

AIDS Control Department: To co-ordinate the functioning of Blood
Banks.

Family welfare department : To initiate follow up action on the
inspections of medical stores under the department.

Animal Husbandry Department : To initiate follow up action on
the inspections of Medical Stores in Veterinary Hospitals, Dis-
pensaries, Vaccine Production Centres etc.

Dr. MCR Human Resource Develpment Institute, Hyderabad.
State Excise Department.

Training Establishments in Andhra Pradesh State and in other
parts of the country

JOINT DIRECTOR (ENFORCEMENT)

ORIGIN OF THE POST, REASONS FOR CREATION AND ROLE PLAYED BY
THE FUNCTIONARY:

During the year 1980, when the Department was functioning as Food

and Drugs Administration, Government sanctioned a post of Joint Drugs Con-
troller with supporting staff vide G.0.Ms. No. 767, dated 7-9-80 in order to
strengthen the Supervisory officers set up at the Directorate. Joint Director
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(Enforcement) assists the Inspector General, Drugs and Copyright and the
Director, in respect of all matters pertaining to administrative and statutory
functions entrusted to him.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

Joint Director (Enforcement) is the senior most Officer in the Enforce-
ment Wing next to the Director in the Department and he interacts with the
Inspector General, who is the head of the Department, Director, Deputy Direc-
tors, Asst. Directors and Drugs Inspectors.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY :

The functions discharged by the above functionary are as follows :

Statutory functions :

1. Since the Joint Director (Enforcement) is the Officer appointed
under section 21 of Drugs and Cosmetics Act, he assists the Di-
rector on all matters arising out of the implementation of the Drugs
and Cosmetics Act, 1940 and Rules made thereunder, Drugs
(Prices Control) order, 1995, Drugs and Magic Remedies (Objec-
tionable Advertisements) Act,1954.

and Rules thereunder and Andhra Pradesh Narcotic Drug and
Psychotropic Substances Rules, 1986.

Desk functions:

1. He processes the applications received in respect of Grant / re-
newal of manufacturing Licences, issue of World Health organisa-
tion/Good Manufacturing Practices Certificates * etc., received
from Assistant Directors and forward the same to the Director with
remarks.

2. He may call for any further information needed for statutory com-
pliance from the Assistant Directors and the Drugs Inspectors.

3. He also processes all the files leading to suspension cancellation
of Manufacturing Licences and issue of prosecution orders for vio-
lations.
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4. He performs all such other functions and duties as are being en-
trusted by the Inspector General, Drugs Control Administration from
time to time

5 He initiates Annual confidential reports of the Deputy Directors
and forwards the Annual Confidential Reports initiated by his sub-
ordinate officers.

Field Functions

i He undertakes investigations of complaints and inspects the
subordinate offices of Deputy Directors, Regionat Assistant Di-
rectors and Drugs Inspectors on specific directions of Inspec-
tor General.

The above functionary does not have any financial functions to per-
form independently

OPERATIONAL JURISDICTION OF THE FUNCTIONARY:

The Joint Director (Enforcement) is subordinate to the Inspector Gen-
eral and Director. He is not authorised to take independent decisions and his
operational jurisdiction is the entire State of Andhra Pradesh, subject to the
over all control of the inspector General.

ENACTMENTS, RULES AND REGULATIONS REQUIRED TO BE FOL-
LOWED IN DISCHARGE OF ABOVE FUNCTIONS:

Since he continues to be an Officer appointed under Section 21 of
Drugs and Cosmetics Act, 1940, he has the power to discharge the statutory
duties as envisaged under Drugs and Cosmetics Act, 1940 and Rules made
thereunder and related enactments as and when required under the instructions of
the Inspector General, who is the Head of the Department.

CRITICAL PROVISIONS OF THE ENACTMENTS:

The critical provisions of various enactments listed in the functionaries
of the Director, Deputy Directors, Assistant Directors and Drugs Inspectors are
also the critical provisions of this functionary in as much as they relate to the
activities of Licensing of Manufacturing Units, taking departmental action on
erring manufacturers and issuing prosecution orders for offences.
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INTRA DEPARTMENTAL AND INTER DEPARTMENTAL APPROACH IN
CASE OF ANY HELP:

This functionary seeks the help of superior officers in the Head Office
namely the inspector General, who is the Head of the Department and the
Director as and when required within the Department. He has no Direct intra-
departmental contact, but when he authorised by the Head of the Depart-
ment for any specific assignment, he may interact with that department.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS:

He is accountable to the Inspector General, Drugs and Copyright
and the Director on all technical and administrative matters entrusted to
him.

QU ANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS /HER
PERFORMANCE:

The quantification of work of this functionary is based on the dis-
posal of various tasks entrusted to him. The work Pertaining to the
inspection of Deputy Directors work, offices of Assistant Directors and
Drugs Inspectors performed by the Joint Director (Enforcement) is re-
viewed and assessed by the Inspector General periodically.

AREAS OF PERIODICAL REPORTING AND REPORT ING FORMATS :
1 Monthly Tour Diary

2. Annual confidential reports initiated by the Joint Director
(Enforcement)

3. Annual Self Appraisal Report
4. Inspection Report on Subordinate Offices.

The proforma of Annual Self Appraisal Report and Annual confi-
dential Report are detailed Annexure-|l|

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:
Since the Joint Director (Enforcement) does not have an independent

office and is an integral part of the Office of the Inspector General, Drugs Con-
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trol Administration, no separate registers are maintained by him.
FORMS OF CORRESPONDENCE OR DOCUMENTATION :

Same as listed for the Director, Drugs Control Administration.
AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS:

The Joint Director (Enforcement) does not have his own office. He
works in the office of the Inspector General, Drugs and Copyright at the Head-
quarters and hence the possible areas of interface with public and other de-
partments are as listed for Inspector General, and Director, Drugs Control
Administration.

DEPUTY DIRECTOR

ORIGIN OF THE POST, REASONS FOR CREATION:

The post of Deputy Director first designated as Deputy Drugs Control-
ler was sanctioned by the State Govermnent vide G.0.Ms.No.174 Health, dated
02-02-1970 basing on a report of the three Member Committee constituted in
1966 headed by Sri S.K.Borkar, the then drugs Controller (India) who after a
study of the set ups of various State Drugs Control Administrations had sug-
gested the expansion of the Administration set up and staffing pattern. Subse-
quently, in the year 1982, State Government created One more post of Deputy
Director (Deputy Drugs Controller) at Headquarters vide G.0.Ms.No.306 M&H,
dated 29-03-1982 to assist the Director in effective supervision over subordi-
nate Officers and in enforcement of Drugs Laws.

ROLE PLAYED BY THE FUNCTIONARY:

The Deputy Director assists the Inspector General, Director and Joint
Director (Enforcement) in all administrative and technical matters entrusted
from time to time.

POSITION AND SPAN OF INTERACTION WITHIN THE
DEPARTMENT:

Deputy Director is the middle levei officer in the hierarchy of the En-
forcement Wing of this Department. He interacts with the Assistant Directors
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and other Supervisory Officers at Headquarters as and when re uired in the
implementation of various enactments enforced by this Department besides at-
tending to periodical review meetings of Assistant Directors held by the In-

spector General.

THE FUNCTIONS DISCHARGED BY THE FUNCTIONARY

The functions discharged by this functionary are as follows :

Statutory Functions:

1.

32

Since the Deputy Directors are Officers appointed under Section 21
of Drugs and Cosmetics Act, they assist the Director and Joint
Director (Enforcement) on all matters arising out of the imple-
mentation of the Drugs and Cosmetics Act, 1940 and Rules made
thereunder, Drugs (Prices Control) Order, 1995, Drugs and Magic
Remedies (Objectionable Advertisements) Act, 1954 and Rules
thereunder and Andhra Pradesh Narcotic Drugs and Psychotropic
Substances Rules, 1986.

They process the applications received in respect of Grant re-
newal of manufacturing Licenses, issue of World Health
Organisation/Good Manufacturing Practices Certificates etc., re-
ceived from Assistant Directors and forward the same to the Di-
rector with their remarks.

They also call for any further information needed for statutory
compliance from the Assistant Directors and the Drugs Inspec-
tors.

They atéo process all the files leading to suspension/cancellation
of Manufacturing Licenses and issue of prosecution orders for viola-

tions.

They will assist the Director and Joint Directors in over all admin-
istration relating to technical matters.

They issue the certificates in respect of the manufacturing units
like Nonconviction, Performance, General G.M.P. certificates in the
areas allotted by the Inspector General (Drugs and Copyright).
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Desk Functions :

1. They assist the Inspector General in all administrative matters -
entrusted to them from time to time.

2. They perform all such other functions and duties as are being
entrusted by the Inspector General, from time to time.

3. They initiate Annual confidential report of the Assistant Directors
and forward the Annual confidential reports initiated by the Sub-
ordinate Officers.

Field Functions:

1. They undertake investigations of complaints and inspections of
subordinate offices of Regional Assistant Directors and Drugs in-
spectors on specific directions of Inspector General.

These functionaries do not have any financial functions to
perform independently

OPERATIONAL JURISDICTION OF THE FUNCTIONARY:!

The operational jurisdiction spreads over the entire State of Andhra
Pradesh...He will supervise the work of Assistant Directors and Drugs Inspec-
tors as and when required. He does not take any independent decision, but
assists the Director, Joint Director, (Enforcement) and Inspector Gencral in
taking decisions. He processes all manufacturing files of the areas assigne.

ENACMENTS, RULES AND REGULATIONS REQUIRED TO BE FOLLOWED
IN DISCHARGE OF ABOVE FUNCTIONS:

The Deputy Directors are required to follow the below mentioned statu-
tory enactments and Rules in the discharge of their functions.

a) The Drugs and Cosmetics Act, 1940.
b) The Drugs and Cosmetics Rules, 1945.
¢) The Drugs (Prices Control) Order, 1995.

d) The Drugs and Magic Remedies (Objectionable Advertisements),
Act, 1954 and the rules made thereunder.
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e) - The Drugs and Magic Remedies (Objectionable Advertisements)
Rules, 1955.

f)  The Andhra Pradesh Narcotic Drugs and Psychotropic Sub-
stances, Rules, 1986 (Partly).

CRITICAL PROVISIONS OF THE ENACTMENTS:

The critical provisions of various enactments listed in the functionaries
of the Director, Assistant Directors and Drugs Inspectors are also the critical
provisions to this functionary in as much as they relate to the activities of Licens-
ing of Manufacturing Units, taking departmental action on erring manufactur-
ers and issuing prosecution orders.

INTRA DEPARTMENTAL AND INTER DEPARTMENTAL APPROACH IN
CASE OF ANY HELP:

This functionary seeks the help of the superior officers in the head
office namely the Inspector General, who is the head of the Department and
the Director, Joint Director (enforcement) as and when required for interaction
within the department. He has no direct intra departmental contact but when
he is authorised by the Head of the Department for any specific assignment,
he may interact with other departments.

ADMINISTRATIVE ACCOUNTABILITY AND R EMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS:

The Deputy Director is accountable to Inspector General and Director
and Joint Director (Enforcement) in all matters related to administration and
Enforcement entrusted from time to time. In cases of omission.or commission
he can seek necessary assistance and guidance from the superior officers.

QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS/HER
PERFORMANCE:

The quantification of work of this functionary is based on the disposal
of various tasks entrusted to him. The work pertaining to the inspection of
Offices of Assistant Directors and Drugs Inspectors performed by the Deputy
Director is reviewed and assessed by the Inspector General periodically.
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AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:!
a) Tour Dairy
b) Annual Confidential Report initiated by the Deputy Director.
C) Annual self appraisal report
d) Inspection Reports on subordinate Offices.

The proforma of Annual Self Appraisal Report and Annual Confidential
Report are enlisted in Annexure-l|

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

Since the Deputy Director does not have an independent Office and is
an integral part of the Office of the Inspector General, no separate registers
are maintained by him.

FORMS OF CORRESPONDENCE OR DOCUMENTATION:
Same as listed for the functionary of Director.
AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS:

Deputy Director does not have his own office. He works in the Office
of the Inspector General, at the Headquarters and hence the possible areas of
interface with public and other departments are as listed for the Inspector Gen-
eral and the Director Drugs Control Administration.

ASSISTANT DIRECTOR

ORIGIN OF THE POST, REASONS FOR CREATION AND ROLE PLAYED
BY THE FUNCTIONARY:

During the year 1963, two posts of Senior Drugs Inspectors were
created at Headquarters in Hyderabad vide G.0.Ms.No.1935 Health, dated
28-06-1963 for supervision of the work of Drugs Inspectors in the State. Sub-
sequently, these posts were redesignated as ‘Assistant Drugs controllers’.
One more post of ‘Assistant Drugs Controller’ was created during the year
1970 vide G.0.Ms.No. 174 Health, dated 02-02-1970 for supervision of the
work of the Drugs Inspectors and to assist the Deputy Drugs Controller who
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was declared as Licensing Authority in respect of Sales concerns for the
entire State and also to assist the and Drugs Controller for effective imple-
mentation of Drugs and Cosmetics Act, 1940 and Cosmetics Rules 1945

Subsequently, the Government decentralised the Licensing system
inrespect of Sales concerns and created two Posts of Regional Assistant Drugs
Controllers during the year 1982 vide G.0.Ms.N0.306 M&H, dated 29-03-1982
one at Vijayawada and the other at Wa rangal and also notified them as Li-
censing Authority for Sales concerns. The Government further created 3 more
posts of Regional Assistant Drugs Controllers during the year 1984
G.0.Ms.No0.304 M&H, dated 31-03-1984 locating the Regional Offices at
Cuddapah, Rajahrnundry and vide G.0.Ms.No. 860 M&H, dated 29-12-1984,
at Hyderabad (Other than Twin Cities O.7.C.).Now there are six Regional Of-
fices in the State. Each Regional Office is headed by an Assistant Director
(changed Designation in 1991) who is functioning as ‘Licensing Authority’ for
‘Sales Concerns’ for the respective regions.

All the above posts of Assistant Drug Controllers were subsequently
redesignated by the Government as “Assistant Directors” in the year 1991 vide
G.0.Ms.No.255 HM&FW(L2) Dept., dated 26-03-1991.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

The post of Assistant Director is filled by promotion from the approved
panel of Drugs Inspectors. He is the head of the Regionai Office discharging
the duties of ‘the Licensing Authority in respect of Sales concerns in the re-
spective region and immediate su pervisory Officer over the Drugs inspectors.
He interacts with his subordinate Officers within his jurisdiction once in a month
to review their work and performance in matters connected to enforcement of
different enactments and matters connected to General Administration and
Office matters. He will also attend the meetings convened by the Inspector
General, Drugs and Copyright. He initiates the Annual Confidential Reports of
the Drugs Inspectors.

The Assistant Directors posted at the Head Quarters in the office of
the Inspector General perform administrative, technical and field functions as
entrusted by the Inspector General from time to time and assist the Deputy
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Directors, Joint Director (Enforcement), the Director and the Inspector Gen-
eral.

FUNCTIONS -DISCHARGED BY THE FUNCTIONARY:

He is the head of the Reigional Office. His functions are classified into
three parts:

1)  Statutory Functions.

2) Desk Functions

3) Field Functions.
Statutory Functions:

1 The Assistant Director is notified as Licensing Authority in re-
spect of Sales concerns under Rule 59 of the Drugs and Cos-
metics Rules, 1945 in the region. He, therefore, discharges the
duties as Licensing Authority to receive applications through the
area Drugs Inspectors to grant/renew the Licences or to reject
them if found not suitable. He also takes necessary departmen-
tal action on the erring sales outlets as Licensing Authority, by
way of suspending or cancelling the Licences

2) He issues show cause notices, suspension orders. Warnings
and cancellation of Licenses of Sales concerns for contravention
noticed /reported.

Desk Functions :

) He is the appointing authority for Junior Assistant, Junior Assist-
ants -cum- Typists, Drivers within the region and also Attenders
and Watchman in his Office.

2) He is the disciplinary authority in respect of Jumiot Assistants,
junior Assistant - cum - Typists, drivers in his region and attenders
/ Watchman in his office.

3) He is the authority for regularisation and declaration of the
probations of the above employees,

4) Sanctions all kinds of leave to the employees in his office (Sen-
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5)
6)

7)

8)

9)

10)

11)

12)
13)

14)

15)

16}

17)

for Assistant,’ junior Assistants, Junior Assistant-cum-Typists,
Driver, Attenders and Watchman).

He sanctions casual leave to the Drugs Inspectors.

He transfers the junior Assistants, Junior Assistant-cum-Typist
and Attenders within the District and within in the Region .

He reviews the performance of the, work of Drugs Inspectors in
the Region once a month.

He motivates, guides, supervises and co-ordinates the work of
the Drugs Inspectors in the region.

He submits the performance report on the Drugs Inspectors and
all other reports on statutory work sought by the Inspector Gen-
eral.

He initiates Annual Confidential Reports of the Drugs Inspector
in the region and Office Superitendents of Regional Office in du-
plicate and forwards them to the Inspector General.

He reviews the individual performance of the Drugs Inspec-
tors in his region.

He follows up further action on prosecution cases.

He maintains service registers of the staff working in his office
and keeps them upto date.

He submits report on implementation of official language
(Telugu).

He is the Drawing and Disbursing Officer and Controlling Officer
for pay and allowance, T.A., and Contingencies in respect of his
offices.

He submits D.O.R. Statements to the Inspector General in re-
spect of his office.

He submits budget Estimates and Revised Estimates and Number
Statements to the Inspector General in respect of his office.

Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

18)  He Accords sanction of Rs.2001 as Permanent Advance.

19) He is the Counter signing authority of the T.A. Bills in respect of
Drugs inspectors and also the Non-Gazetted Staff of the Regional
Office of the Region.

20) He sanctions increments to the Non-Gazetted Staff in his Office.
Field Functions:

1) He investigates complaints, inspects the subordinate offices of
Drugs Inspectors, conducts Joint raids on manufacturing and sales
outlets and submits his report to the Inspector General.

THE OPERATIONAL JURISDICTION OF THE FUNCTIONARY:

Assistant Director is notified as Licensing Authority in respect of Sales
concerns in the Region. He is competent to exercise his statutory powers
within his jurisdiction in respect of Sales concerns. He has to recommend the
cases of violations to prosecute the offenders in the Court of Law and seek
permission from the Inspector General.

ENACTMENTS, RULES AND REGULATIONS THAT ARE REQUIRED TO BE
FOLLOWED IN THE DISCHARGE OF ABOVE FUNCTIONS:

The Assistant Director is appointed as Licensing Authority in respect of
Sales concerns under Rule 59 of the Drugs and Cosmetic Rules, 1945 in the
Region. As such, he is the'statutory authority under Drugs and Cosmetic Act,
1940 and Rules made thereunder. The following are the other related
enactments and Rules in addition to the Drugs and Cosmetics Act, 1940 and
Drugs and Cosmetic Rules, 1945, which are required to be followed in dis-
charge of the functions.

a) Drugs and Magic Remedies (Objectionable Advertisements) Act,
1954.

b) Drugs (Prices Control) Order, 1995.

C) Andhra Pradesh Narcotic Drugs and Psychotropic Substances
Rules, 1986 (Partly).

d) Criminal Procedure Code of India 1973.
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e) Indian Evidence Act.
CRITICAL PROVISIONS OF THE ENACTMENTS:

As the Assistant Director is notified as Licensing Authority under Rule
59 of the Drugs and Cosmetics Ruies, 1945, he exercises his powers while (i)
Granting/Renewing the Licenses of Sales outlets (i) Rejecting the application
for Grant/Renewal of Licenses of Sales outlets (jii) Taking De artmental Action
like suspension or cancellation of the Licenses for any violations of the Drugs
and Cosmetics Act, 1940 and Rules made thereunder.

In addition all the critical provisions of the enactments listed for the Drugs
Inspectors are equally the critical positions for this functionary also.

INTRADEPARTMENTALAND INTER DEPARTMENTAL APPROACH IN CASE
OF ANY HELP:

The Assistant Director continues to be an officer appointed under Sec-
tion 21 of the Drugs and Cosmetics Act, 1940 and hence he is also deemed to
be a public servant within the meaning of Section 21 of the Indian Penal Code.
He may approach the local Police Officers in case of emergency. He may also
seek the guidance or instructions from his superior Officers including Inspector
General as and when required.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIALACTION IN CASE OF
OMISSIONS OR COMMISSIONS:

The Assistant Director is accountable to the Inspector General, who is
the Head of the Department for his acts of omission and commission. Regard-
ing remedial action for acts of commission or omission in investigation of cases
of violations, the Assistant Director can initiate corrective actions by ordering
reinvestigations by another Officer/or reinvestigate cases himself and initiate
reports for taking Departmental actions against erring Officers. Regarding re-
medial actions in other matters he has to address the Head of the Department.
The Assistant Director is the Competent Authority under A.P. Civil Services
(CCA) Rules, 1991 in respect of the Junior Assistants, Junior Assistant-cum-
Typists, Typists, Drivers, Attenders and Watchman, to initiate and take depart-
mental action.
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QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS PER-

FORMANCE:
a) No. of inspectioris conducted.
b) No.of raids conducted.
c) No. of Manufacturing Units inspected.
d} No. of days toured.
e) No. of Licenses (Sales concerns) suspended.
f) No. of Licenses cancelled.
g) Disposal of cases.

The_Inspector General will review the above work as per the targets

Fixed in the monthly meetings at Headquarters and assesses the performance

of the Assistant Directors.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

)

Consolidated Monthly performance report of the Drug Inspectors
working in his Region.

Monthly Inrformance report of the Assistant Director.
Official Language (Telugu) - Implementation
Expenditure Statement.

D.O.R. Statements.

Tour Dairy.

Annual Confidential Re rts of the Drugs Inspectors working in his
region.

Number Statements (Due on 1 “August).
Budget Estimates and Revised Estimates (Due on 1" October).

Annual Self Appraisal Report.

The formats of consolidated monthly performance report of the Drug

Inspectors’ working in the region, monthly performance report, annual seif ap-

praisal report, annual confidential report are enlisted in Annexure-!
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LIST OF REGISTERS TO BE MAINTAINED BY THE FUN IONARY:

List of Register maintained in the Office of the Assistant Director are

given in the Annexure-I|
FORMS OF CORRESPONDENCE OR DOCUMENTATION:

Application for grant or renewal of Licenses (‘for all types of Sales Qut-
lets are received through the Drugs Inspector and the statutory formats
of the forms of correspondence are detailed in Annexure-l|

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS
A) General Public:
i) Consumer Forums.
B) Trade Associations:
i) All India Organisation of Chemists & Druggists.
iy  Dist. Chemists & Druggists Association of various Districts.
i)  Manufacturers’ Association:
All india Drugs Manufacturers Association.
Bulk Drug Manufacturers Association.
Oganisation of Pharmaceutical Manufacturers of A.P.
C) Professional Associations:
i) Indian Pharmaceutical Association of A.P. State Branch.
iy Indian Medical Council of A.P. State Branch.
i} Andhra Pradesh State Pharmacy Council, Hyderabad.
D) Central Government Departments :
i) Central Drugs Standard Control Organisation, New Delhi.

iy~ Central Drugs Standard Control Organisation, Zonal Office,
Chennai.

iif) ~ Central Drugs Standard Control Organisation, Sub-Zonal Office,
Hyderabad.
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E)
F)
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iv)

v)
vi)

vii)

National Pharmaceutical Pricing Authority, Dept. of Chemicals &
Petrochemicals, New Delhi.

Central Government Health Scheme Medical Stores Department.
Narcotic Drugs Commission, Chennai.\

Insurance Medical Services. Medical Stores and Blood Banks in
E.S.I. Hospitals/Institutions under E.S.I. Schemes.

Drugs Conirol Departments In All The States In India

Other Departments..

)

vi}

vil)

viii)

Police Department: To help In special investigations and to ex-
ecute warrants of arrest on the accused in Cases filed by the de-
partmental officers in various courts.

District Collectorates in all the Districts

Medical Education Department Medical stores and blood banks in
government hospitals attached to teaching institutions.

Medical and Health services department Medical stores in the Dis-
trict Medical and Health Offices in the district.

Vaidya Vidhan Prarishad Medical.stores, blood banks in district
head quarters, area hospitals and district co-ordinator hospital
services medical stores.

Institute of Preventive Medicine and State Food Health Authority
Blood banks, vaccine production centers under its control.

AIDS Controi Department : To co-ordinate the functioning of Blood
Banks.

Family Weifare department : To initiate follow up action on the
inspections of medical stores.

Animal Husbandry Department : To initiate follow up action on the
inspections of Medical Stores in Veterinary Hospitals, Dispensa-
ries, Vaccine Production Centres etc.

Dr. MCR Human Resource Development Institute, Hyderabad.
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xi)  State Excise Department.

xii)  Training Establishments in Andhra Pradesh State and in other parts
of the country.

DRUGS INSPECTOR

ORIGIN OF THE POST:

The post of Drugs Inspector was created by the State Government in
the Drugs Control Department in the year 1952. Four posts of Drugs Inspec-
tors were initially sanctioned in the composite State of Madras Government to
function under the Directorate of Medical Services for implementation of the
provisions of Drugs Act 1940 and the Drug Rules, 1945 relating to Andhra area
only. After the formation of Andhra Pradesh State, four more posts of Drugs
Inspectors were sanctioned in the year 1959 with ancillary staff for implemen-
tation in Telengana area also. These posts which were nonGazetted at the
time of creation were given the Gazetted status in the year 1966 after the
amendment of Drugs and Magic Remedies (Objectionable Advertisements)
Act, 1954 by the Central Government requiring the powers of search and sei-
zure to be vested only to Gazetted rank Officers. Further in the year 1966, 20
more posts of Drugs Inspectors were sanctioned. From time to time new posts
of Drugs Inspectors were sanctioned in the State to meet the requirements of
Enforcement functionaries at the field level. ‘Today the Drugs Contrél Admin-
istration has 55 Drugs Inspectors working in various regions of” the State.

The 55 posts of Drugs Inspectors sanctioned in various G.O.s are indi-
cated hereunder

1. G.0.Ms.No. 4129 Health, dated 06-12-1950 - 4 Posts (Non Gazetted)

2. G.0.Ms.No. 2340 Health, dated 26-10-1959 - 4 Posts (Non
Gazetted)

3. G.O.Ms.No. 1939 Health, dated 28-06-1963 - 12 Posts (Non
Gazetted)

4. G.O.Ms.No. 2744 Health, dated 17-12-1966 - 20 Gazetted posts
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of Drugs Inspectors sanctioned after surrender of 20 Non Gazetted
posts.

G.0.Ms.No. 174 Health, dated 02-02-1970 - 2 Posts
G.0.Ms.No. 59 Health, dated 16-06-1971 - 1 Post
G.0.Ms.No. 1268 M&H, dated 26-12-1978 - 3 Posts
G.0.Ms.No. 306 M&H., dated 29-03-1982 - 4 Posts

O oo = ~NFO U

G.0.Ms.No. 304 M&H, dated 31-03-1984 - 7 Posts
10. G.0.Ms.No. 860 M&H, dated 29-12-1984 - 1 Post
11. G.0.Ms .No. 443 M&H,, dated 14-08-1985 - 6 Posts
12.  G.0.Ms.No. 302 HM&FW, dated 03-06-1990 - 1 Post

13. G.0O.Ms.No. 78 HM&FW, dated 31-01-1991 - 10 Posts
REASONS FOR CREATION:

Under the Drugs and Cosmetics Act, 1940 enacted by the Central
Government this Department in Andhra Pradesh State enforces the provisions
of Chapter-1V of the above Act for Allopathic drugs through the Drugs and
Cosmetics Rules, 1945 to regulate the manufacture. sale and distribution of
drugs in the State. Under Section 21 of the Drugs and Cosmetics Act, the
State Government is empowered to appoint Drugs Inspectors to enforce the
provisions of the above Act and thereby the Drugs Inspectors are conferred
certain of were by virtue of Section 22 of the said Act.

ROLE PLAYED BY THE FUNCTIONARY:

The Drugs inspector is the field level enforcement Officer enforcing
the provisions ofthe following statutes.

1. wwThe Drugs and Cosmetics Act, 1940 and Drugs and Cosmetics
Rules, 1945.

2. Drugs and Magic Remedies (Objectionable Advertisements) Act,
1954.

3. Drugs (Prices Control) Order, 1995 issued by the Government of
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India under Section 3 of the Essential commodities Act 1955 (10 of
1955).

4, Andhra Pradesh Narcotic Drugs and Psychotropic Substances
Rules 1986 (Partly).

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

The Drugs Inspector interacts with the Assistant Director of the Re-
gional office and other superior Officers at Headquarters as and when required
in the implementation of Drugs and Cosmetics Act, 1940 and the Rules made
thereunder, besides attending periodical monthly review meetings conducted
by the Assistant Director of the Region. The Drugs Inspector also takes part in
all the programmes organised by the District Collector as per the directives of
the State Government.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY:

The functions discharged by the Drugs Inspector are classified into
three parts.

Statutory Functions..

1. Appointed as Drugs Inspector under Section 21 of the Drugs and
Cosmetics Act, 1940 to enforce the provisions of Chapter IV of
the above Act and the Drugs and Cosmetics Rules, 1945 in re-
spect of Allopathic drugs and Cosmetics in the areas assigned.
The notifications conferring the State-wide jurisdiction under the
above Act of all the drugs Inspectors in the State are listed in
Annexure.

2. Authorised to enforce the provisions of Drugs (Prices Control)
Order, 1995 under para 21 and also under Section 12 AA of Es-
sential Commodities Act, 1955 vide Notification of the Statement
Government listed in Annexure.

3 Authorised to enforce the provisions of Drugs and Magic Rem-
edies (Objectionable Advertisements) Act 1954 under Section-8.

4, Authorised to enforce the provisions of A.P. narcotic Drugs and
Psychotropic Substances Rules, 1986(Partly) by virtue of appoint-
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ment under Section 21 of Drugs and Cosmetics Act, 1940.

Desk Functions :

He is the Head of his office in the Gazetted rank.

He is the appointing authority in respect of Office Attender in his
office.

He is the disciplinary authority under A.P. Civil Services (CCA)
Rules, 1991 in respect of Office Attender in his office.

He has to submit his performance report to the Regional Assist-
ant Director periodically.

Field Functions :

=

He has to attend the monthiy review meeting conducted by the
Regional Assistant Director concerned.

He is the field enforcement officer for detection and investigation
of offences under various Statutes enforced by the department.

He has to investigate into complaints made to him or received
from his superior officers.

He has to attend to courts of law during trials of criminal cases
filed under various Statutes enforced by the department.

He has to submit the periodicals to the Headquarters in matters
relating to Janmabhoomi Programmes, file disposals, implemen-
tation of official language (Telugu) in his office.

He is the Head of the Office of Drugs Inspector and Drawing and
Disbursing Officer for the Staff working in his Office and is also
having limited financial powers as listed in the Annexure - 1(2) of
Volume -2 of Functionary Manual.

To submit Budget Estimates and Expenditure Statement to the
Headquarters in respect of his office.

OPERATIONAL JURISDICTION OF THE FUNCTIONARY:

The operational jurisdiction of the Drugs Inspector is limited to the area
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assigned to him eventhough the Notification empowers him for the en-
tire. State of Andhra Pradesh. He will conduct inspections of Manufac-
turing Units, Sales concerns Government Hopsitals/Institutions Medical
Stores in the area assigned to him. He will discharge the duties of the
Drugs Inspector as per the provisions under Drugs and Cosmetics Act,
1940 and Rules made thereunder and reiated enactments. He is an inde-
pendent statutory functionary Authority in taking decisions as er the differ-
ent Statutes en forced by the Department.

Tk

To perform the statutory functions and duties under the above
enactments in the area assigned to the, Drugs Inspector subject
to the instructions of the Controlling Authority (Director) from time
to time on any general or specific issues that are arising from
time to time.

Inspection of Licensed Sales and Manufacturing premises not
less than twice a year within the area assigned to him.

Inspection of complaints in writing which may be made to him.

To institute prosecution against the violators under the above
said provisions of the Act and Rules made thereunder.

To inspect not less than 25 units (both Manufacturing and Sales
concerns) per month.

To lift 6 Drug samples per month for Test or analysis from Manu-
facturing and Sales concerns and Government institutions.

To maintain record of all inspections made and action taken by
him in the performance of his duties including the lifting of sam-
ples and seizure of stocks and to submit the copies of such records
to the Inspector General, Drugs & Copyright and Director, Drugs
Control Administration.

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS:

The Drugs Inspector is required to follow the following Enactiments and

Rules in the discharge of Statutory, Administrative and Financial Functions.
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Statutory Functions:

a)
b)
c)
d)

e)

f)

The Drugs and Cosmetics Act, 1940.

The Drugs and Cosmetics Rules, 1945.

The Drugs (Prices Control) Order, 1995.

The Drugs and Magic Remedies Advertisements) Act, 1954.

The Drugs and Magic Remedies {Objectionable Advertisements)
Rules, 1955.

The Andhra Pradesh Narcotic Drugs and Psychotropic Substances
Rules, 1986 (Partly).

Desk Functions:

OxpSiCVgs B 2 OIS

Andhra Pradesh Fundamental Rules.

Andhra Pradesh Civil Services (CCA}, Rules.
Andhra Pradesh -Civil -Services Conduct Rules.
Andbra Pradesh State andSubordinate Rules.
Andhra Pradesh Last Grade Service s Rules.

District Office Manual.

Financial :
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Andhra Pradesh Financial Code.

Andhra Pradesh Treasury Code.

Andhra Pradesh Accounts Code.

Andhra Pradesh Budget Mannual.

Andhra Pradesh Pension Code.

Andhra Pradesh General Provident Fund Rules.
Andhra Pradesh G.T.S. Rules.

Andhra Pradesh Manual of Special Pay and Allowances.
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CRITICAL PROVISIONS OF THE ENACTMENTS..
1. The Drugs And Cosmetics Act, 1940 And Rules Made Thereunder:

. Chapter -1V and V of the Drugs and Cosmetics Act and Part V, Part-VI,
Part-Vli, Part-VIll, Part-IX, Part-X, Part-XB, Part-Xil, Part-XIV, Part-XV and
Part-XV(a) of the Drugs and Cosmetics Rules, 1945 are the critical provisions
that are relevant for the effective discharge of the duties of the Drugs Inspec-

tors.

Of these, Sections 16 to 19, 21, 22, 23, 25, 27, 28, 32 of Chapter IV of
the Act and Section '34 under Chapter-V of the Act are very important and
frequently used Sections. The main functions of the Drugs Inspector being the
ascertainment of the quality of the drugs that are available in the State, he acts
as per the provisions under Section 22 following the procedure as laid down
under Section 23. These are the very important provisions under the Act for
the effective discharge of the duties of the Drugs Inspector along with the pro-
visions of Rule 65 under Drugs and Cosmetics Rules.

The important sections of the Enactment are the following :

a)  Under Sec,22 of the Act the Drugs Inspector is vested with powers
to inspect Drugs/Cosmetics manufacturing and Sales premises,
take samples of the same for analysis, search any person/place/
vehicle and seize the drugs/cosmetics and records for violations.
He is also vested with the power to issue an order directing a
person not to dispose a Drug/Cosmetic in his possession for a
fixed period of time.

b)  The Drugs Inspector is the only person authorised under Section
32 of the Act to launch prosecutions in the Courts of Law,

¢)  The Drugs Inspector has to perform his duties as per Fule 51 of
Drugs and Cosmetics Rules, 1945.

d) The Drugs Inspector inspects Drug/Cosmetic manufacturing
premises to verify the compliance of the conditions of License
granted/renewed as stipulated in Rules 71, 71A, 718B, 74, 74A,
74B. 76, 78, 78A, Schedule ‘M’ and Schedule ‘U’ and Drugs and
Cosmetics Rules 1945,
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e)

f)

9)

h)

The Drugs Inspector inspects Sales Premises to verify the compli-
ance of the conditions stated in the Licenses and also as stated in
Rule 65 of Drugs and Cosmetics Rules, 1945.

The Drugs Inspector takes samples of Drugs/Cosmetics for the
purpose of Test or analysis as per the procedure laid down under
Section 23 of the Act. Intimation to a person from whom sample of
Drug or Cosmetic is taken is given in Form- 1 7 and the procedure
of despatch of sealed portion of sample to Government Analyst is
as per Rule 57.

The disposal of remaining portions of samples taken for test or
analysis and intimation of seizure of Drugs/Cosmetics or Docu-
ments to the Courts of Law for safe custody is as per Section 23 of
the Act.

The Drugs Inspector takes further action on the reports of the Gov-
ernment Analyst as per Section 25 of the Act.

. Drugs (Prices Control) Order, 1995:

The critical paras under this order are para 7, para 9, para 12, para 18

and para 19. The powers of entry, search and seizure are given i .

Para 21 and the procedure adopted is as per Section 100 of Criminal
Procedure Code. 1973.

Il. Drugs And Magic Remedies (Objectionablé Advertisements) Act,
1954 And Rules, 1955.

Under this Act the critical sections are Section 3, Section 4, Section 7
and Section 8. The operation method is given in Section 8 and the
procedure adopted is as per Section 98 of Criminal Procedure Code
1973.

iv. The Andhra Pradesh Narcotic Drugs And Psychotropic Substances
Ruies, 1986

Chapter V of the said Rules are the Critical Provisions more frequently

used by Drugs Inspectors and Regional Assistant Directors.

V. Criminal Procedure Code, 1973:
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Vi,

a)

b)

d)

The

e)

The Drugs Inspector while conducting the search and seizure
is to follow the procedure as per Section 94 and 1 00 of the
Criminal Procedure Code.

During trial of cases filed in Courts Drugs Inspector is to foliow the
procedures listed in Section 244 to 247 of Criminal Procedure Code.

Limitation on taking cognisance of certain offences as per Section
467 to 473 are to be referred.

For effecting arrest of offenders the provisions of Section 42, 43,
44 have to be referred.

Indian Evidence Act 1872:

For proving confessions of accused or any other person Section
27, 28, 29, 30 are to be referred.

For proving statements of persons who can or cannot be called as
witnesses and that of third persons/experts are guided by Section
32 and Section 34 to Section 47 of the Indian Evidence Act.

In respect of proof of facts by oral and documentary evidence.,
Section 56 to Section 78 are to be referred.

On burden of proof Section 101 to Section 108 are important pro-
visions.

On examination of witnesses - Section 135 to Section 164 are
critical provisions.

INTRA DEPARTMENTAL AND INTER DEPARTMENTAL APPROACH IN
CASE OF ANY HELP

Intra-Departmental.

1

The Drugs Inspector can approach the Assistant Director of the
respective Regional Office for immediate guidance and assist-
ance in the discharge of his official duties. Further, he can also
seek guidance and assistance from the Deputy Directors/ Joint
Director (Enforcement) and Director at the Headquarters.

The Drugs Inspector can also seek assistance and guidance from
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the Inspector General, Drugs and Copyright, Drugs Control Ad-
ministration for assistance and guidance within the Department
and from outside the Department.

Inter Departmental..

1. Police: To seek assistance of the Police from the police Station
having the jurisdiction over the are in which action is to be taken
when trouble is anticipated to conduct a search or seizure and
also to execute summons and warrants of arrest issued by the
Courts of Law.

5 Revenue Department: To obtain assistance of the Revenue De-
partment Officers like Mandal Revenue OfficersNillage adminis-
trative Officers while conducting searches and seizures of resi-
dential premises.

3.  Municipal Corporation And Municipalities: To collect informa-
tion on the ownership of the building premises where violations
under Drug, Laws are suspected/detected.

4. Commercial Taxes Department: to collect information on the
Constitution particuiars and Turnover particulars/Sales Tax returns
submitted by the Manufacturers-and Traders.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS:

The Drugs Inspector is accountable to the Regional Assistant Director
concerned and all the superior officers-and Govermnent in respect of all the
matters related to enforcement of Drugs and Cosmetics Act, 1940 and Drugs
and Cosmetics Rules, 1945 and related enactments for any omissions relating
to matters of investigations and other statutory functions, the Drugs Inspector
can seek the guidance and assistance of the Regional Assistant Director/other
superior Officers of the Departm ent and rectify the same.

QUANTIFICATION OF WORK QUTPUT AND ASSESSMENT OF HIS PER-
FORMANCE:

The Drugs Inspector should submit a monthly report to the respective
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Regional Assistant Director on ali matters pertaining to his duties and func-
tions. The following information has to be furnished to the Regional Assistant
Directors concerned. (The Proforma is at Annexure).

1)

He should undertake not less than 25 detailed inspections and not
less than 10 routine inspections of Sales concerns per month. |n-
spection of One Manufacturing concern is treated as equivalent to
three detailed inspections of sales concerns for the purpose of
targets because the inspection of Manufacturing concerns involves
more time and closer scrutiny.

He should report not less than 5 cases of violations in Sale premises
per month.

He should sample for the purpose of Test/Analysis not less than
Drugs/Cosmetic samples per month. Three from manufacturing/
Sales concerns and Two from Government Hospitals/Institutions
and one Veterinary drug sample from a Government Veterinary
Dispensary /Insti tuti on.

No. of cases filed in the Courts after receipt of the prosecutions
ordersfrom the Head Office.

No. of seizures conducted and action taken thereof.

No. of violations detected and reported under different enactments
ie. Drugs and Cosmetics Act, Drugs Magic Remedies (Objection-
able Advertisements) Act, 1954 and Drugs (Prices Control) Order,
1995,

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

a) Tour dairy.

b) Monthly performance report.

c) Monthly expenditure and Challan receipts Staiements.
d) Annual self appraisal report

e) Budget Estimates of his Office.

f) D.O.?monthly Statement.
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The above information furnished by the Drugs Inspector will be helpfu!

in evaluating his performance by the Assistant Director and thereby the Head

of the Department. The formats of monthly performance report, annual self

appraisal report are detailed in Annexure-1(10) of Volume-2 of Functionary

Manual.

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

The list of registers maintained in the office of the Drugs Inpsector are

listed in Annexure-ll

FORMS OF CORRESPONDENCE OR DOCUMENTATION:

a)

b)

c)
d)
e)
f)
e))

h)

)

Proforma for inspection of Manufacturing Units IV. Fluids and
Vaccines and Sera.

Proforma of Inspection of Manufacturing and Sales concerns as
per Form-35 of Drugs and Cosmetics Act.

Proforma for inspection of Blood banks.

Form-15 Proforma under Drug and Cosmetics Rules.

Form-16 Proforma under Drugs and Cosmetics Rules.
Form-17 and 17 A under Drugs and Cosmetics Rules.

Application for grant/renewal of Licence to Manufacture drugs in
Form-24 and 27.

Application for grant/renewal of Licence for Sale/Distribution of
drugs in Form-19.

Application for issue of Test Licences in Form-30.

Application for issue of Licence to operate a Blood Bank in Form-
27-C.

The statutory formats of correspondence/documentation above listed are
given in Annexure-|

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEP ARTMENTS:

A) General Public:

i)

55

Consumer Forums.
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B)

C)

D)

E)
F)

56

Trade Associations:

i) All'India Organisation of Chemists & Druggists.
i)  Dist. Chemists & Druggists Association of various Districts.
i) Manufacturers’ Association:

All India Drugs Manufacturers Association.

Bulk Drug Manufacturers Association.

Oganisation of Pharmaceutical Manufacturers of A.P.
Professional Associations:
i) Indian Pharmaceutical Association of A.P.State Branch.
ii)  India Medical Council of A.P .State Branch.
i) A.P. State Pharmacy Council, Hyderabad.
Central Government Departments:
i) Central Drugs Standard Control Organisation, New Delhi.

iy~ Central Drugs Standard Control Organisation, Zonal Office,
Chennai.

iiiy  Central Drugs Standard Control Organisation, .Sub-Zonal Office,
Hyderabad.

iv)  National Pharmaceutical Pricing Authority, Dept. of Chemicals &
Petrochemicals, New Delhi.

v)  Central Government Health Scheme Medical Stores Department.

vi)  Narcotic Drugs Commission, Chennai.

vii} Insurance Medical Services, Medical Stores and Blood Banks in
E.S.I. Hospitals/Institutions under E.S.1. Schemes.

Drugs Control Departments In All the States In India
Other Departments:
i)  Police Department ;

To help in special investigations and to execute warrants of arrest

Dr. M.C.R.H.R.D Institute of Andhra Pradesh
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vi)

vii)

viii)

Xi)

xii)

Xiii)
Xiil)

Xix)

on the accused in the Cases filed by the departmental officers in
various courts.

District Collectorates in all the Districts.

Medical Education Departments. Inspections of medical stores and
blood banks in government hospitals attached to teaching institu-
tions.

Medical and Health services departments Inspections of medical
stores in the District Medical and Heaith Offices in the District.

Vaidya Vidhan Prarishad Medical stores, Blood banks in district head
quarters, Area hospitals and District co-ordinator hospital services
medical stores -Inspection of Blood Banks and Medical Stores un-
der their control.

Institute of Preventive Medicine and State Food Health Authority
Inspection of Blood banks, vaccine production centers under its con-
trol.

AIDS Control Department: To inspect the Blood Banks jointly along
with the officers of the Department.

Family welfare Department. Inspections of medical stores and pick-
ing of samples of Drugs for analysis.

Animal Husbandry Department: Inspections of Medical Stores in
Veterinary Hospitals, Dispensaries, Vaccine Production Centres etc.

Dr. MCR Human Resource Development Institute, Hyderabad.
State Excise Department.

Training Establishment in Andhra Pradesh State and in other parts
of the country.

L abour and employment Department (Dist. Employment Exchange).
District Treasury and Accounts Department.

Nationalised Banks.

Dr. M.C.R.H.R.D Institute of Andhra Pradesh
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LABORATORY WING

JOINT DIRECTOR (LABORA TORY)

ORIGIN OF THE POST, REASONS FOR CREATION AND ROLE PLA YED
BY THE FUNCTIONARY:

The post of Joint Director (Laboratory) was created vide (G.0.Ms.No.195
M&H (L2) Department, dated 25-03-1985 by earmarking one of the existing
Joint Directors in the Department. Long experience in the Test/ Analysis of
Drugs and Cosmetics and administration of Laboratory activities are consid-
ered as the basic requisites to the incumbent of this category of post. Taking
into consideration of the above, the post is created for the said purpose. The
above functionary supervises the functioning of Drugs Control'Laboratories in
the State. There are two Drug Control Laboratories in the State, one at Head-
quarters, and the other at the premises of Regional Office, Vijayawada.

POSITION AND SP AN OF INTERACTION WITHIN THE DEP ARTMENT:

This functionary is the Senior Most Officer in the Drugs Control Labora-
tory Wing next to the Director in the Department and he interacts with the
Inépector General, who is the Head of the Department and the Director, Sen-
ior Scientific Officers. .Junior Scientific Officers and with all other subordinate
staff of the Laboratory .

FUNCTIONS DISCHARGED BY THE FUNCTIONARY
The functions of Joint Director {Laboratory) are as follows :
Desk Function:

I.  To effectively supervise the functioning of all the Drugs Testing Labo-
ratories in the Drugs Control Administration, Andhra Pradesh.

2. To perform all such other functions and duties in respect of Drug
Testing Laboratories in the State entrusted by the Inspector Gen-
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eral Drugs and Copyright and / or the Director from time to time.

3. To process all the files relating to issue of Developmental and func-
tional activities of Drugs Testing Laboratories in the State.

4.  To organise training programmes to the Junior Analysts, Joint Sci-
entific officers and Senior Scientific officers as and when required.

5. Allthe consumables required for the day to day functioning of Drugs
Control Laboratories like, Reagents, Apparatus, proper working con-
ditions of various instruments, availability of animals etc., are to be
coordinated by this functionary and bring it to the notice of Director
and Inspector General well in advance for taking necessary action.

6. He initiates Annual Confidential Reports of Senior Scientific Offic-
ers and forwards the Annual confidential reports initiated by his
subordinate officers.

Field Function :

He inspects the Drugs Control Laboratories at Hyderabad and Vijayawada
and submits his report to the Inspector General who is the Head of the Depart-
ment through Director Drugs Control Administration.

OPERATIONAL JURISDICTION OF THE FUNCTIONARY

The Joint Director (Laboratory) is an Officer for supervising the work of all
the Government Drugs Control Laboratories in the State. He cannot take any
independent decisions as he is subordinate to the Inspector General and the
Director. He submits the performance report of the Laboratory to the Inspector
General periodically.

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS:

The Joint Director (Laboratory) is to foliow the statutory provisions listed
under the category of Government Analyst while assessing the compliance of
the said provisions

CRITICAL PROVISIONS OF THE ENACTMENTS:

All the provisions of the Drugs and Cosmetics Act 1940 and rules made
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there under which are listed as critical to the government analyst are also
equally the critical provisions to this functionary.

INTRA DEPARTMENT AL AND INTER DEP ARTMENT AL APPROACH IN
CASE OF ANY HELP:

This functionary seeks the help of superior officers in the Head Office
namely the Inspector General, who is the Head of the Department and the
Director as and when required within the Department. He has no direct intra-
departmental contact, but when he is authorised by the Head of the Depart-
ment for any specific assignment, he may interact “with that depariment.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS:

He is accountable to the Inspector General, who is the Head of the de-
partment and to the Director in all matters pertaining to the statutory and
administrative aspects of the Drugs Control Laboratories in the State. Any
commission or omission can be attended by him to the extent rectifiable and
he can approach his superiors, namely the Inspector General, who is the head
of the Department or the Director for remedial action.

QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS PER-
FORMANCE :

The Joint Director {(Laboratory) shall ensure that the functioning of Drugs
Control Laboratories is smooth and result-oriented. The quantification of his
work and performance output is based on the sum total of subordinate func-
tionaries performance in the Drugs Control Laboratories. His work assess-
ment is done by the Director and the Inspector General, Who is the head of the
Department.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

He submits his monthly performance reports of the Drugs Control Labo-
ratories to the 'Head of the Department. He also submits his Annual self ap-
praisal reports to the Head of the Department. No separate formats of periodi-
cal reporting are prescribed.

The formats of Annual Self Appraisal Report, Annual Confidential Report
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are enlisted in Annexure-ll

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

The Registers and records maintained in the Drugs Control Laboratories

are given in Annexure-li
FORMS OF CORRESPONDENCE OR DOCUMENTATION:

This functionary does not correspond independently, since he is not the
Head of the Office. Any correspondence has to be made through the Inspector
General.

AREAS OF INTERFACE WITH PUBLIC AND OTHEIR DEPARTMENTS:

This functionary does not have direct interface with the public or other
Departments.

SENIOR SCIENTIFIC OFFICER (GOVERNMENT ANALYST)

ORIGIN OF THE POST:

The post was created in the year 1970 vide G.O.Ms.No. 2151 Health,
dated 23-11-1970 when the first State Drugs Testing Laboratory was sanc-
tioned by the State Government with one sanctioned post. In order to dis-
charge the statutory duties under Drugs and Cosmetics Act and Rules made
thereunder to receive the samples of Drugs and Cosmetics taken for the pur-
pose of Test/analysis and issue of Certificate, the Senior Scientific Officer was
notified as Government Analyst under Section 20 of Drugs and Cosmetics
Act. Subsequently, in the year 1985 vide G.0.Ms.No. 43 HM&H, dated 14-08-
1985 another post of Senior Scientific Officer with ancillary staff was sanc-
tioned.

REASONS FOR CREATION:

The post of Senior Scientific Officer, was created to supervise the func-
tioning of Drugs Control Laboratory and to perform the statutory duties of Gov-
ernment Analyst.

64 Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

ROLE PLA YED BY THE FUNCTIONARY:

Senior Scientific Officer performs the role of Government Analyst as per
Rule 45 & 46 of Drugs and Cosmetics Rules, 1945.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT:

He is subordinate to Joint Director (Laboratory) and interacts with Junior
Scientific Officers of the Testing section of the Laboratory under his control
and also interacts with Joint Director (Laboratory), Director and Inspector Gen-
eral who is the Head of the Department.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY:

The Senior Scientific Officers notified as Government Analyst under sec-
tion 20 of Drugs & Cosmetics Act perferms the following functions.

Statutory Functions:

The following are the duties enlisted for the Government Analyst as per
Rules 45 and 46 of Drugs and Cosmetics Rules, 1945,

Rule 45:

4. The Government Analyst shall cause to be analysed or tested such
samples of (Drugs and Cosmetics) as may be sent to him by In-
spectors or other persons under the provisions of Chapter-IV of the
Act and shall furnish reports of the results of Test or Analysis in
accordance with these Rules.

2 A Government Analyst shall from time to time forward to the Gov-
ernment reports giving the results of Analytical work and research with a
view to their publication at the discretion of Government.

Rule 46 :

On receipt of a package from an Inspector containing a sample for Test or
Analysis, the Government Analyst shall compare the seals on the packet ( or
on portion of sample or container) with the specimen impression received sepa-
rately and shall note the condition of the seals on the packet or on portion of
sample or container). After the Test or Analysis has been completed, he shall
forthwith supply to the Inspector a reportin triplicate in Form 13 of the result of
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the Test or Analysis, together with full protocols of the Test or Analysis ap-
plied.

Desk Functions:

a)  Overall supervision on the functioning of the Sections of the Labo-
ratory under his control and general administration on their day to
day functioning.

b)  Preparation of Annual Indents for procurement of Chemicals, Glass-
ware, equipment and other Laboratory materials pertaining to his
Section.

c)  Submission of requirement of reference standards from Central
Drugs Laboratory and ather authorised agencies to Joint Director
(Laboratory) who in turn shall submit the same to the Director/in-
spector General for orders.

d)  Procurement of Analytical procedures for Patent and Proprietary
medicines as and when required through Joint Director (Lab).

e) Correspondence with Drugs Inspectors and other Officers with ref-
erence to his Sections.

f)' Maintenance of statistical data of Sections supervised by him in
the Laboratory.

g) Initiates Annual Confidential Reports in respect of Junior Scientific
Officers and forwards Annual confidential report initiated by Junior
Scicntitic Officers..

OPERATIONAL JURISDICTION OF THE FUNCTIONARY

The Government Analyst is notified for the entire State of Andhra Pradesh.
However, hz discharges his duties as Government Analyst in respect of the
Section of the Laboratory assigned to him by the Head of the Department. As
Government Analyst, he is authorised to give Expert opinion independently in
the prescribed Form (form 13) as per Drugs and Cosmetics Rules, 1945 on
the result of Test/Analysis of Drugs/Cosmetics.
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ENACTMENTS, RULES & REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS: i

The enactment governing this functionary is Section 20 of the Drugs and
Cosmetics Act, 1940 read with Rules 45 and 46 of Drugs and Cosmetics Rules,
1945.

CRITICAL PROVISIONS OF THE ENACTMENTS:

The critical provisions governing this functionary are Rule 45 and 46 of
Drugs and Cosmetics Rules, 1945. The operational procedures are as de-
tailed under statutory functions supra.

INTRA DEPARTMENTAL AND INTER DEPARTMENTAL APPROACH IN
CASE OF ANY HELP:

In case of any help needed this functionary can approach Jaint Director
(Laboratory), Director and the Inspector General who is the Head of the
Department and also the Drugs Inspector concerned in matters related
to Test/Analysis of Drugs & Cosmetics.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS

This functionary is accountable to Joint Director (Laboratory), Director
and Inspector General, who is the Head of the Department. He is also ac-
countable to the Drugs Inspector to issue the certificate of Test/Analysis. Fur-
ther, he is also accountable for the work carried out by his subordinate staff
under his control.

QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS/HER
PERFORMANCE:

The work performance turned out by Senior Scientific Officer as Govern-
ment Analyst is quantified by taking into consideration the sum total of the
samples received and analysed by the Junior Scientific Officers under his
control. The assessment of his performance is done by the Inspector General,
who is the Head of Department in review meetings conducted by him at regu-
lar intervals.
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AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

This functionary submits the details of the monthly Statement of samples
of Drugs/Cosmetic received, tested/analysed, and pending analysis in the
proforma at Annexure- il

LIST OUT REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

The Registers maintained in the Sections of the Laboratory under the
control of Government Analyst are the following and the formats are listed at
Annexure-I|

1. Register of Receipt of Samples for Analysis.
2. Register of Result of Analyst of Drugs/Cosmetics.
FORMS OF CORRESPONDENCE OR DOCUMENTATION:

He receives the samples of Drugs/Cosmetics along with the correspondence
in statutory Form 18 with covering letter from the Drugs Inspector and is-
sues the Certificate of Test/Analysis in the statutory Form 13 whose for-
mats are reproduced at Annexure-||

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS:

This functionary does not have any direct interface with the public How-
ever, he interacts through proper channel with the Central Drugs Laboratory,
Calcutta for procurement of reference standards and special procedures of
TestlAnalysis as and when required.

JUNIOR SCIENTIFIC OFFICER

ORIGIN OF THE POST :

The post of Junior Scientific Officer was created in the Drugs Control
Laboratory (formerly called as Drugs Testing Laboratory) in the year 1970 vide
G.0.Ms.No.2151 Health, dated 23.11.70 with 2 posts sanctioned along with
Senior Scientific Officer and other ancillary staff. Subsequently three more posts
of Junior Scientific Officers were sanctioned in the Headquarters Drugs Test-
ing Laboratory vide G.0.Ms.No.1290 M&H, dated 30.8.80, G.0.Ms.No.304
M&H dated 31.3.84,G.0.Ms.No.829 M&H dt. 8.12.86 respectively. In the year
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1986 after the sanction of separate Regional Drugs Testing Laboratory at
Vijayawada another post of Junior Scientific Officer was sanctioned vide
G.0.Ms.No.230 HM & FW dated 27.3.89 and this Junior Scientific Officer was
notified as Government Analyst for discharging statutory functions.

REASONS FOR CREATION:

The Drugs Control Laboratory consists of various Sections covering Micro-
biology, Pharmacology, Pharmaceutical Chemistry divisions. In order to su-
pervise the functioning of different Units in the respective divisions of the Labo-
ratory and to assist the Senior Scientific Officers notified as Government
Analysts in all matters pertaining to Test/Analysts of Drug/Cosmetic samples,
the post of Junior Scientific Officer was created.

ROLE PLAYED BY THE FUNCTIONARY:

This functionary supervises the work turned out in the Units of the re-
spective Divisions of the Drugs Control Laboratory assigned to him from time
to time. He also undertakes the analysis of Drugs/Cosmetics in addition to
Junior Analysts independently.

The Junior Scientific Officer at Regional Drugs Testing Laboratory,
Vijayawada also performs the functions of Government Analyst as per the
notification of the Government under Section 20 of Drugs and Cosmetics Act.

POSITION AND SPAN OF INTERACTION WITHIN THE DEPARTMENT.

They are subordinate to Senior Scientific Officer and interacts with the
Junior Analysts working under their control and with Senior Scientific Officer
under whose supervision they work and also with Joint Director (Laboratory).

FUNCTIONS DISCHARGED BY THE FUNCTIONARY

The functions of Junior Scientific Officers are broadly classified as fol-
lows:

Desk Functions
a) To receive the samples from coding cell
b)  To maintain sample register in the Format prescribed.

c) To distribute the samples to the Junior Analysts working in the unit
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d)

g)

h)

i)

K)

To pay special attention in case of the samples found Not of Stand-
ard Quality.

To scrutinise the records of samples carried out by Junior Ana-
lysts and after confirmation only to submit the report to the Sen-
ior Scientific Officer (Government Analyst) and to conduct ran-
dom analysis of such samples. He will pay special attention to
critical points of analysis and also consult concerned Senior Sci-
entific Officer and take guidance.

in addition to the above, as per the targets fixed, Junior Scientific
Officers should analyse not less than (5) samples per month inde-
pendently.

To forward all kinds of leave applications of the staff working in the
Laboratory to the sanctioning authority, through Senior Scientific
Officer .

He is the initiating officer to write Annual Confidential Reports in
respect of Junior Analysts working in the Unit.

To prepare indents of chemicals, glassware etc., required for analy-
sis well in advance and to submit through the Senior Scientific Of-
ficer.

To prepare requisitions for supply of special items like rare chemi-
cals and ancillary equipment etc.

To maintain inventory of equipment, Glassware, Furniture etc., in
the Unit assigned.

To organise training programme, to the fresh recruits of Junior Ana-
lysts before assigning duties.

To take responsibility to develop/procure new techniques and
mcthods of Test orAnalysis for regular and new molecules that have
to be adopted for their analysis and to gain latest technigues in day
to day changing methodology. The Junior Scientific Officer can
approach the Senior Scientific Officer or the Director to procure
necessary technical information.
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Statutory Functions .

In respect of Junior Scientific Officer at Regional Drugs Testing Labora-
tory at Vijayawada notified as Government Analyst, he performs the statutory
functions of Rule 45 and 46 of Drugs and Cosmetics Rules as follows:

Rule 45:

1. The Government Analyst shall cause to be analysed or tested such
samples of (Drugs and Cosmetics) as may be sent to him by In-
spectors or other persons under the provisions of Chapter IV of the
Act and shall furnish reports of the results of Test or Analysis in
accordance with these Rules.

2. A Government Analyst shall from time to time forward to-the Gov-
ernment reports giving the results of Analytical work and rcscarch
with a view to their publication at the discretion of Government. -

Rule 46 :

On receipt of a package from an Inspector containing a sample for Test
or Analysis, the Government Analyst shall compare the seals on the packet (
or on portion of sample or container) with the specimen impression received
separately and shall note the condition of the seals on the (packet or on por-
tion of sample or container). After the Test or Analysis has been completed he
shall forthwith supply to the Inspector a report.in triplicate in Form 13.of the
resuit of (the Test or Analysis, together with full protocols of the Test or Analy-
sis applied.

OPERATIONAL JURISDICTION OF THE FUNCTIONARY:

The Junior Scientific Officer in addition to undertaking analysis of Drug/
Cosmetic samples by themselves also supervise the functioning or respective
Units of the Laboratory assigned to them from time to time by the Head of the
Department. The Junior Scientific Officer and Regional Drug Testing Labora-
tory, Vijayawada discharges the duties of Government Analyst under Rule 45
and 46 of Drugs and Cosmetics Rules 1945 independently since he is notified
as Government Analyst in respect of drugs not requiring Biclogical and Micro-
biological methods of analysis. He also has State-wide jurisdiction since he
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is notified as Government Analyst.

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE FUNC-
TIONS:

While the Junior Scientific Officer at Drugs Control Laboratory, Hyderabad
do not have statutory powers, they assist the Senior Scientific Officers/Gov-
ernment Analysts in the matters of Test / Analysis of drugs/Cosmetics. How-
ever, the Junior Scientific Officer at Regional Drug Testing Laboratory,
Vijayawada notified as Government Analyst is governed by Rule 45 and 46 of
Drugs and Cosmetics Rules, 1945 as described for Senior Scientific Officers.

CRITICAL PROVISIONS OF THE ENACTMENTS:

The Junior Scientific Officers at Headquarters Drugs Control laboratory
are not governed by any critical provisions of statutory enactments. However,
their work duties form part of the critical provision of Drugs and Cosmetics
rules mentioned for Senior Scientific Officer /Government Analysts. in respect
of Junior scientific Officer at Regional Drug Testing Laboratory, Vijayawada,
the critical provision are as enumerated under the critical provisions of Senior
Scientific Officer,

INTRA DEPARTMENTAL AND INTER DEPARTMENT AL APPROACH IN
CASE OF ANY HELP:

The Junior Scientific Officer can seek help and guidance from the Senior
Scientific Officers and other superior Officers of the Department in all matters
related to him.

ADMINISTRATIVE ACCOUNTABILITY AND REMEDIAL ACTION IN CASE
OF OMISSIONS OR COMMISSIONS;

The Junior Scientific Officer is accountable to Senior Scientific Officer
and the Head of the Department for their acts of omission and commission.
Regarding remedial action for acts of commission or omission in the Test/
Analysis of drugs/Cosmetics, the Junior Scientific Officer can himself under-
take re-testing of the drug/cosmctic or under . the supervision of Senior Scien-
tific Officer. In respect of testing of drugs/cosmetics by Junior Analysts, any
act of commission or omission can be corrected by ordering retest/analysis by
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another Junior Analyst or by himself and initiate reports for taking departmen-
tal action against erring officers. Regarding remedial action in other matters
he has to address the Head of the Department through proper channel.

QUANTIFICATION OF WORK OUTPUTAND ASSESSMENT OFHIS/HER
PERFORMANCE:

The quantification of work output expected from the functionary is to see
that he independently tests/analysis a minimum of 5 samples of drug/cosmetic
per month and also to ensure that Junior Analysts working under him also
complete test/analysis of required No. of samples assigned to them every month.
Basing on the work turned out and also on his abilities to operate the function-
ing of his Unit smoothly and effectively, maintaining the records properly, his
performance will be assessed. Any incorrect.report of analysis generated from
his Unit reflects on the assessment of his performance.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS :

This functionary reports periodically (every month) the samples of drugs/
cosmetics received in the month from the coding cell, samples analysed by
Junior Analysts under his control and also by him independently in the pre-
scribed format mentioned at Annexure-l|

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:
The Registers maintained by the Junior Scientific Officers are:
a) Register of Samples received from coding cell.
b) Register of Receipt of Samples for Analysis.
c) Register of Result of Analysis of Drugs/Cosmetics.

d) Junior Scientific officer at Regional Drug Testing Laboratory
Vijayawada is to maintain all the Registers maintained by Senior
Scientific Officers/Government Analysts.

The proforma of registers maintained by the Junior Scientific Offic-
ers are listed in Annexure-ll

FORMS OF CORRESPONDENCE OR DOCUMENTATION:

No form of correspondence is entertained directly by Junior Scientific
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Officers working in Headquarters. However, the Junior Scientific officer work-
ing at Regional Drug Testing Laboratory at Vijayawada receives the samples
along with statutory correspondence as Government Analyst. ,

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS:

The Junior Scientific officers do not have any direct contact with the
public or other Departments.

JUNIOR ANALYST

ORIGIN OF THE POST:

The creation of this post originated when two posts of Junior Analysts
(formerly known as Senior Scientific Assistant) were sanctioned in the year
1970 vide G.O.Ms.No. 2151 Heaith, dated 23-11-1970 along with Senior Sci-
entific Officer, 2 Junior Scientific Officers, when the first State Drug Testing
Laboratory, was sanctioned by the State Government. Subsequently, in order
to strengthen the Drug Control laboratories at Hyderabad and Vijayawada and
to increase the testing facilities 23 more posts of Junior Analysts were sanc-
tioned in the following G.O Ms..Nos.

I. G.O.Ms.No. 562 M&H, dated 09-06-1976 -4 posts

2. G.O.Ms.No. 1229 M&H, dated 25-08-1980 -4 posts

3. G.O.Ms.No. 304 M&H, dated 31-03-1984 -8 posts

4. G.O.Ms.No. 770 M&H, dated 04-11-1986 -2 posts

9. G.0.Ms.No. 619 HM&FW, dated 31-03-1988- 2 posts

6. G.0.Ms.No.230 HM&FW, dated 27-03-1989- 3 posts
REASONS FOR CREATION:

The post of junior Analyst is created for fulfilling the requirement of under-
taking “ complete test/analysis of a drug/cosmetic as per standards prescribed.
Junior Analyst forms  the basic functionary of the Drugs Control Laboratories.

ROLE PLAYED BY THE FUNCTIONARY:

The Junior Analyst undertakes test/analysis of a drug or cosmetic as per
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the standards prescribed under the supervision of Junior Scientific Officers
and Senior Scientific Officers. Junior Analyst is subordinate to Junior Scien-
tific Officer and is of non-Gazetted status. He interacts with the Junior Scien-
tific Officers and other superior Officers of the Department. He also interacts
with other Junior Analysts, Laboratory Junior Assistants, Laboratory Techni-
cians and Laboratory Attendants.

POSITION AND SPAN OF INTERACTION, WITHIN THE DEP ARTMENT:

Junior Analyst is subordinate to Junior Scientific Officer and is of non-
Gazetted status. He interacts with the Junior Scientific Officers and other su-
perior Officers of the Department. He also interacts with other Junior Ana-
lysts, Laboratory junior Assistants, Laboratory Technicians and Laboratory
Attendants.

FUNCTIONS DISCHARGED BY THE FUNCTIONARY:
The Junior Analyst performs the following Desk Functions only:

a) To receive the samples for test analysis of drugs and Cosmetics
from the concerned Unit Junior Scientific Officer and maintain a
record of these samples in a Register .

b) To analyse not less than 20 samples per month as per the targets
fixed.

c) To conduct the Test/Analysis of the allotted samples according to
the standards prescribed under Drugs and Cosmetics Act, 1940
and Rules made thereunder, to maintain complete observation
record and also to submit analytical report to the Junior Scientific
Officer of the Unit.

d) To prepare, standardise and maintain standard volumetric solutions
for various drug samples independently.

e) To prepare reference standards of Drugs on par with the standards
procured from Central Drug Laboratory and other authorised agen-
cies, and to maintain record thereof.

f)  Heis responsible for maintenance of the sophisticated instruments
like H.P.L.C., U.V. Spectrophotometer, Auto Titrator etc.

75 Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

g) He is responsible for periodical calibration of instruments like U V.,
Spectrophotometer, H.P.L.C., P.H. Meter, Balances etc.

h) He is responsible to indent the required chemicals etc. well in ad-
vance through the Junior Scientific officer concerned for carrying
out the Test/Analysis of drug samples,

i)  He is responsible to maintain hygenic conditions in the areas like
Microbiology, Pharmacology, Chemical Units etc.

) To co-ordinate with fellow Analysts in maintainig Good laboratory
Practices.

The above functionary does not have any field or statutory functions:
OPERATION JURISDICTION OF THE FUNCTIONARY:

The operational jurisdiction of this functionary is limited to the samples of
drugs/cosmetic given to him for analysis. He cannot take any independent
decision. He has to submit the result of analysis along with written observa-
tions to the Junior Scientific Officer for taking further action.

ENACTMENTS, RULES AND REGULATIONS FOR DISCHARGE OF ABOVE
FUNCTIONS:

This functionary is a subordinate to Junior Scientific Officer and carries
on the analytical work as allotted by Junior Scientific Officer strictly as per the
standard books of Pharmacoepialike|.P.,B.P.,U.S.P. B.P, Vet, E.P. Inter-
national Pharmacoepia etc. and Scientific Journals.

CRITLCAL PROVISIONS OF THE ENACTMENTS:

As this functionary does not have statutory responsibilities, the methods
and procedures followed in analysis of drugs form the critical provisions of
this functionary.

INTRA DEPARTMENT AL AND INTER DEPARTMENT AL APPROACH IN
CASE OF ANY HELP:

In case of any help, he can seek the assistance and guidance from his
Junior Scientific Officer, Senior Scientific Officer and other superior Officers.
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ADMINISTRATIVE ACCOUNT ABILITY AND REMEDIALACTION IN CASE
OF OMISSIONS OR COMMISSIONS:

This functionary is accountable to Junior Scientific Officer in all matters
pertaining to Analysis of Drugs and Cosmetics assigned to him. Any omission
or commission can be rectified by his own initiation by' conducting Retesting of
the samples or at the directions of Junior Scientific Officer and Senior Scien-
tific Officer.

QUANTIFICATION OF WORK OUTPUT AND ASSESSMENT OF HIS/HER
PERFORMANCE :

The work of Junior Analyst is quantified against the targets fixed for him
lor analysis of drugs/cosmetics. The targets fixed for this functionary are enu-
merated in the listing of the functions to be discharged at para 3.

AREAS OF PERIODICAL REPORTING AND REPORTING FORMATS:

The Junior Analyst will report to the Junior Scientific Officer the work
carried out by him every day or on completion of analysis of a drug or Cos-
metic whichever is earlier.

LIST OF REGISTERS TO BE MAINTAINED BY THE FUNCTIONARY:

The Registers and records to be maintained by this functionary are as
follows :

1) Rough note book.
2) Observation Record of findings.
3) Work sheet.
FORMS OF CORRESPONDENCE OR DOCUMENTATION:

This functionary does not have any independent correspondence. How-
ever, he submits the worksheet containing the details of observations and re-
sult of analysis to the junior Scientific Officer.

AREAS OF INTERFACE WITH PUBLIC AND OTHER DEPARTMENTS:

This functionary does not have any public interface. He interacts with his
fellow Junior Analysts and the Junior Scientific Officer and Senior Scientific
Ofiicer in all matters pertaining to his functions.
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OFFICE OF THE INSPECTOR GENERAL, DRUGS AND COPYRIGHT
DRUGS CONTROL ADMINISTRA TION : : VENGALRAO NAGAR
HYDERABAD-38

Rc. No. 10/Peshi/96 Dated: 18-10-1996

Sub: Drugs Control Administration -Maintenance of Personal Files -
Initiation of Annual Confidential Reports -Certain instructions -ls-
sued - Regarding.

ook de ok

On perusal of the maintenance of Personal Files and procedure being
following in the initiation of Annual Confidential Reports, the following instruc-
tions are issued in respect of initiating Annual Confidential Reports etc.

1. The Regional Assistant Director will be Reporting Qﬁicers (initiating
Officers for Annual Confidential Reports) on Drugs Inspectors working under
their and they will initiate the Annual Confidential Reports on them.

2. The Deputy Director in-charge of the respective areas will be Report-
ing Officers ('tnitiating Officers for Annual Confidential Reports) on Regional
Assistant Directors working under them

3. The Joint Director concerned to subjects / territories will be Reporting
Officers (Initiating Officers for Annual Confidential Reports) for Deputy Direc-
tors working under them.

4. Director will be the Reporting Officer (Initiating Officers for Annual
Confidential Reports) for Joint Directors in the Drugs Control Administration.

5. The Junior Scientific Officers concerned will. be the Reporting Officer
(Initiating Officers for Annual Confidential Reports) for Junior Analysts working
in their unit,

6. The Senior Scientific Officer will be the Reporting Officer (Initiating
Officer for Annua! Confidential Reports) for Junior Scientific Officers working
under them.

7. The Joint Director In-charge Laboratory will be Reporting Officer {Initi-
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ating Officer for Annual Confidential Reports) for Senior Scientific Officers in
the Drugs Control Laboratory. These orders will come into force with immedi-

ate effect.

Please acknowledge receipt of this memo.

INSPECTOR GENERAL, DRUGS & COPYRIGHT
DRUGS CONTROL ADMINISTRATION
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OFFICE OF THE INSPECTOR GENERAL, DRUGS AND COPYRIGHT
DRUGS CONTROL ADMINISTRATION :: VENGALRAO NAGAR ::
HYDERABAD -38.

Rc. No.27 /Peshif97 Dated: 25-02-1997

Sub: Drugs Control Administration -Review of the performance of the
Drugs.Inspectors at the Directorate during the monthly meeting of
the Regional Assistant Directors -Certain clarifications and instruc-
tions -Issued.

During the review of the performance of the Drugs Inspectors in the
monthly meetings of the Regional Assistant Directors, it is observed that the
Drugs Inspectors do not seem to have a clear understanding as to how to
report the number of violations detected in a month.

They are informed that the number of violations detected in a month means
the number of firms in which the Drugs Inspector has detected violations. In
other words, the number of violations detected during the inspection of a par-
ticular firm, irrespective of the number of violations detected in that firm should
be counted as one case of viclations only. Every Drugs Inspector should report
not less than ( 10) such cases of violations per month.*

As informed earlier, every Drugs Inspector should make not less than
(25) detailed inspections and not less than (10) routine inspections per month.
They are informed that a detailed inspection of a manufacturing concern will
be treated as equivalent to (3 ) detailed inspections of sales concerns for the
purpose of targets. .

As regards the Drugs Inspectors who are also looking after the work of
coding they should make not less than (15) detailed Inspections and not less
than (10) routine inspections per month this reduced target is fixed for them
taking into consideration, the additional work entrusted to them in coding cell.

The Regional Assistant Directors are instructed that while coming to the
Monthly meetings, they should bring the list of files relating to any subject
pending with the Directorate so that such files can be discussed in the meeting
itself and disposed off without any further delay.
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These orders will come into force with immediate effect.

INSPECTOR GENERAL
DRUGS AND COPYRIGHT
DRUGS CONTROL ADMINISTRATION

* The no. of violation of 10 are reduced to 5 on the instruction of Inspec-
tor General from the month of September, 1998.
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OFFICE OF THE INSPECTOR GENERAL, DRUGS AND COPYRIGHT ::
DRUGS CONTROL ADMINISTRATION :: VENGALRAO NAGAR ::
HYDERABAD - 38

Rc. No. 13/Peshi/96 Dated: 30-04-1997

Sub: Drugs Control Administration -Inspection of subordinate Offices and
Manufacturing concerns and Government Hospitals -Certain instruc-
tion - Issued.

hedhedkdn

The Regional Assistant Director working in Drugs Control Administration
were instructed to inspect not less than 3 Manufacturing concerns and also
conduct not tess than 3 joint raids every month in their respective areas. They
were also instructed to inspect not less than 2 offices of drugs inspectors
every month.

They are informed that the inspection reports of the 2 offices of Drugs
Inspectors as asked for in the reference cited are not received every month.

Hence, they are instructed to submit their inspection reports from No-
vember, 1996 onwards. If they have not inspected and conducted raids etc.,

they should submit a Nil report giving reasons for not complying with the
instructions.

Their reports should reach the undersigned on or before 07-05-1997
positively.

Receipt of the memo should be acknowledged.

INSPECTOR GENERAL
DRUGS AND COPYRIGHT
DRUGS CONTROL ADMINISTRATION
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To

All the Regional Assistant Directors in the State.,

Copy to : Joint Director & Director, FAC, Drugs Control Admn,
Hyderabad.

Copy to : Joint Director (K), Drugs Control Admn, Hyderabad.
Copy to : Deputy Director, Drugs Control Admn., Hyderabad.
Copy to : Stock File / Spare.
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Annexure -|
REGISTERS TO BE MAINTAINED AT OFFICES OF THE INSPECTOR
GENERAL DRUGS AND COPYRIGHT, ASSISTANT DIRECTOR
DRUGS INSPECTOR DRUGS CONTROL ADMINISTRATION

—

. Inward Register .

. Outward Register.

. Distribution Register .

. Attendance Register .

. Casual Leave Register

. Increment Watch Register.

. Service Registers availability Register .

. Movement Register .

0w o ~N O G ewWw N

. Turn duty Register

10. Trunk Call Register.

11. Establishment Register (Temporary/Permanent).
12. L.P.C. Register (inward/Outward).

13. Treasury, Reconcilliation Register .

14. Budget Control Register. .

15. Contingent Bill Register.

16. Vehicle Log Book.

17. Register of Unserviceable items of Vehicles.
18. Vehicle accident Register .

19. Personal Registers.

20. Local Delivery Register.

21. Postal Despatch Register .

22. Regester Post Despatch Register .

23. Fair copy Register.
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24,
25.
26.
27.
28,
29.
30.
31
32.
33.
34.
35.
36.
371
38.
39.
40.
41,
42.
43,
44,
45,
46.
47.

Stamps account/Service postage Register.

Pay Bill Register.

Establishment Acquittance Register .
Cash Book.

U.D. Pay Register.

T.A. Bill Register.

G.P.F. Register.

Tour Advance Register .

Festival advance Register.
Marriage Advance Register.

Office Expenses Register.

Record issue Register.

Library Register.

Library issue Register.

Furniture Receipt/lssue Register.
Stationery Receipt/Issue Register
CopyApplications Register.
Revenue Receipts issue; Register .
LAQ/LSQ Register. .

Prosecution cases Register .

Not of Standard Quality Reports Register.
Drugs seizures Register.

D.P .C.0O. cases Register.
D.M.R.O. cases Register.

48. All Statistics.

49.
50.
51.

Periodical Register (Out-going/Incoming).
H.B.A. Register.
Motor Cycle Advance Register .

FUNCTIONARY MANUAL
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

Office of the Inspector General,
Drugs and Copyright,
Drugs Control Administration,

Vengal Rao Nagar, Hyderabad
L.Dis.No. /IM3A/199 Dated: —1999.
G.M.P. CERTIFICATE
This is to certify that M/s.

is a Licencee holding Drug Manufacturing Licences in Form-25 and 28
bearing No. Dated: for the manufacture of Drugs ap-
proved by this Department.

2) The firm by and large are following GOOD MANUFACTURING PRAC-
TICES to the extent possible as stipulated under the provisions of Schedute
“M” of Drugs and Cosmetics Rules, 1945.

3) This Certificate is issued as requested by the firm for the limited pur-
pose of submitting the same 1o in connection with Tender purposes only.

4) This Certificate is valid for a period of one year only from the date of
issue.

DIRECTOR,
DRUGS CONTROL ADMINISTRATION

To
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GOVERNMENT OFANDHRA PRADESH
DRUGS CONTROL ADMiNISTRATION

Office of the Inspector General,

Drugs and Copyright,

Drugs Control Administration,
Vengal Rao Nagar,
Hyderabad

L.D is.No . /M3A/99 Dated :
FREE SALE CERTIFICATE

This is to certify that M/s.
are holding Drug Manufacturing licence in form-25 and 28 bearing

under the provisions of Drugs and Cosmetics Act, 1940 and rules made
thereunder. Under the said licence the firm is permitted to manufacture the
following products with |.P. Standard to be freely sold in India and B.P./JUSP
standard for export orders.

NAME OF THE PRODUCT

This certificate is issued for the limited purpose of registration of the
said products in domestic and export as mentioned above.

DIRECTOR
DRUGS CONTROL ADMINISTRATION
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

Office of the Inspector General,
Drugs ancl Copyright,

Drugs Control Administration,
Vengal R&aio Nagar, Hyderabad

L.Dis.No. {98 Dated :

MANUFACTURING & MARKETING 'CERTIFICATE
This is to certify that M/s.

are holding valid manufacturing licence beanng No. .......cc.oovveiminenen:

dated: .......ocoocinimniniennneien issued by this Departiment and they are manufac-
turing the following products since the last thre:e y ears.

It is further certified that the following producits are also being marketed
for the last three years. ,

The products are as follows:

S.No. Name of the product  Pharmacopo eial Strength
Specification

This certificate is issued for the limited purposse submitting it to tender
purpose.

DIRIECTOR,

DRUGS CONTRO L ADMINISTRA TION
To
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

Office of the Inspector General,
Drugs and Copyright,

Drugs Control Administration,
Vengal Rao Nagar, Hyderabad

L.Dis.No. /99 Dated :
NON-CONVICTION CERTIFICATE

This is to certify that M/s.

concern holding Drug Manufacturing Licence in Form-25 and 28 bearing no.

dated valid upto . This firm

has not been convicted under the Drugs and Cosmetics Act, 1940 and Rules
made thereunder .

This certificate is given as requested by the firm and for the limited pur-
pose of submitting the same to the in connection with the above firm partici-
* pating in Tenders only.

This certificate is valid for one year only from the date of issue.

DIRECTOR,
DRUGS CONTROL ADMINISTRATION

To
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRIi\TION

Office of the Inspector General
Drugs and Copyright,

Drugs Control Administration,
Vengal Rao Nagar, Hyderabad

L.Dis.No. Dated :
CERTIFICATE OF PHARMACEUTICALS PRODUCTS

Manufacturer . M/s,

When applicable

Placing the product on the market . As detailed below

It is certified that :

These products which has been . Since they are permitted

authorised to be placed on the :  to manufacture for Export
market for use in the country

Drugs Licence No.

The products which have not been : Since they are permitted
authorised to be placed on the . to manufacture the products for
market for use in this country . export purpose

for the following reasons.

It is also certified that (a) the manufacturing plant in which the prod-
ucts are produced is subject to inspection at suitable intervals.

The unit M/s. was jointly inspected by Sri

Controller (India), Central Drugs Standard Control
Organisation and Sri Drugs Inspector, of this of-
fice.

(b) The manufacturer conforms to requirement for Good Manufac-
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turing Practices in the manufacture and quality control (As recommended by
the World Health Organisation) in respect of products (Bulk Drugs) to be sold
or distributed within the country or origin { or to be exported).

DIRECTOR
DRUGS CONTROL ADMINISTRA TION

To
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

Office of the Inspector General,
Drugs and Copyright,

Drugs Control Administration,
Vengal Rao Nagar, Hyderabad

L.Dis.No. Dated :
PERFORMANCE CERTIFICATE

This is to certify that M/S.......ccoin e are issued
Drug Licence bearingNo._________dated:
in Form-25 and 28 valid upto for the manufacture of the drugs ap-
proved by this Department.

The performance of the firm in the manufacture of drugs approved to
them is found to be satisfactory for the last (3) years i.e.

This certificate is given as requested by the firm and for the limited
purpose to submit the same to

in connection with the Rate Contract Tender only.

This certificate is valid for a period of one year only from the date of
issue.

DIRECTOR

DRUGS CONTROLADMINISTRATION
To
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FORM-NDPS-4
(See Rule 94)

FORMAT OF AUTHORISATION FOR THE INTER-PROVISIONAL
IMPORT OF MANUFACTURED DRUGS INTO THE STATE OF ANDHRA
PRADESH

Mr. its
Messrs. , are Hereby authorised to import the undermentioned drugs from

Mr. its Messrs.

Exact description of  Total quantity of the drug  Percentage of the REMARKS
the Work o e TMpoTtEd drug Tontents,

This authorisation must be used within two months from the date of its

issue.

This authorisation shall be delivered on arrival of drugs at their destina-

tion to ) the bulk of
the consignment shall not be broken in transit.
Dated the LICENSING AUTHORITY

* Name and full address of the Importer-
+ Name and full address of the Exporter.
Designation of the officer to whom the pass is to be delivered.

Note: This authorisation is issued in Triplicate. Part-) is to remain in the
office of issue, Part-l is to be forwarded to the Authority of the place of export
and Part-lil is to be handed over to Importer to accompany the consignment.
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FORM-NDPS-5
(See Rule 95)

FORMAT OF AUTHORISATION FOR THE INTER-PROVISIONAL EXPORT OF
MANUFACTURED DRUGS FROM THE STATE OF ANDHRA PRADESH
Mr.* is

Messrs. : are
Hereby authorised to export the under mentioned drugs to

Mr, ** is
Messrs. are

by k¥ |

ke kk

in

Exact description of | Total quantity of the drug Percentage of the | REMARKS
the Drugs to be imported drug contents.

This authorisation will remain in force upto the evening of _ 19

The bulk of the consignment shall not be broken in transit.

Dated LICENSING AUTHORITY
* Name and full address of the Importer-

** Name and full address of the Exporter.

* * *» Route and mode of conveyance.

#++ Number and description of packages.

NOTE: This authorisation is issued in Quadriplicate. Part-l is to remain in office of
issue, Part-ll to be handed over to consignor to accompany the consignment,
Part-Ill is to be * forwarded to the authority at the place of importand Part-IV is to be
issued in case of despatch of drugs by parcel post and handed over to the con-
signor for production at the post office of despatch.
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FORM-NDPS 6
(See Rule 96)

FORMAT OF AUTHORISATION FOR THE TRANSPORT OF
MANUF ACTURED DRUG WITHIN THE STATE OF ANDHRA PRADESH,

Mr.

hereby authorised to transport to

From M/s

The under mentioned drugs

xact description of | Total quantity of the drug Percentage of the REMARKS
the work to be imported drug contents.

This authorisation must be used within two months from the date of its
issue.

Dated LICENSING AUTHORITY
* Name of the persons or firm authorised.
Locality and District of destination of consignment.
Name and full address of the firm supplying the drug.

Note: This authorisation is issued in Triplicate counter foil copy to remain at-
tached to book, Duplicate copy to remain attached to book, Triplicate copy to
be handed over to the applicant to accompany the consignment.
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FORM 15
[See Rules 54 and 145-C]

Order under section 22(1)(c) of the Drugs and Cosmetics Act, 1940
Requiring a person not to dispose'of stock in his possession

Whereas | have reason to believe that the stocks of drugs/cosmetics in
your ‘ possession, detailed below contravene the provisions of section 18 of
the Drugs and Cosmetics Act, 1940.

Now, therefore, | hereby require you under clause ( ¢ ) of sub-section (
1) of section 22 of the said Act, not to dispose of the said stock for a period of
........................................... days from the date of this order .

Date .....cccoeveeeeeeiiieiee, Inspector
Details of stock drugs/cosmetics

Date.......ccoevvvviiiiiieiien Inspector

FORM 16
[See Rules 55 and 145-B] ,
To

Reccipt for stock of drugs or cosmetics or for record, register,
Document or material object seized under section 229(1)(c) Or (cc) of
the Drugs and cosmetics Act, 1940

The stock of drugs or cosmetics or records, registers, documents or ma-
terial objects detailed below has/have this day been seized by me under the
provisions of clause or clause (cc) of sub-section (1) of section 22 of the Drugs
and Cosmetics Act, 1940 (23 of 1940) from the premises of
.......................................................................... Situated at ...
Dot L. Inspector ..o, De-
tails of drugs, cosmetics, records, registers, documents or material Objects seized.

Date . e Inspector .........oooooiiiiiennnnie
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FORM 17
[See Rules 56 and 145-A]
Intimation to person from whom sample is taken

To
| have this day taken from the premises of ...........cocooocoeveunroevoeroi) of
situated at.........c...oeeeeiiiiieee e, samples of the drugs/cosmetics speci-

fied below for the purpose of test or analysis.

Date ....covvevieiiiie Inspector .......cccoooevveiviieiien,
Details of samples taken
Date ..o INSPeCtOr ......oovvvveeceeiieeeeee,
FORM 17-A

[See Ruies 56A and 145AA]

Receipt for samples of Dfugs or Cosmetics taken where Fair Price
Tendered thereof under sub-section (1) of section 23
of the Drugs Cosmetics Act, 1940 is refused

To

Whereas |, this ...............ccoovevnennn, day Offtemme s s g st 19 Have
takgn, from the premises of ...........ooveevviviiioiii Situated at .:
............................................ .samples drugs/cosmetics as specified below:-
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Details of samples ....... R . T

And whereas | had offered to pay YOUTUpPees ..o
as the fair price of the samples of drugs/cosmetics taken;

And whereas, you have refused to accept the fair price tendered thereof;

Now, therefore, | gi've you this receipt as the fair price tendered for the
samples of the drugs/cosmetics taken by me.

Date ™ eI Tl B et s vaa R s ey

Inspector ..

FORM 18
[See Rule 57]
Memorandum to Government Analyst

Serial No. of Memorandum .........coovveeviiiiiiiiciiiiiiineies cerererainreeni
From:
To.

The Government Analyst.

The portion of sample/container described below is sent herewith for
test or analysis under the provisions of clause (i) of sub-section (4) of section
23 of the Drugs and Cosmetics Act, 1940.

The portion of sample/container has been marked by me with the fol-
lowing mark.

Details of portion of sample or container with name of drug cosmetic
which it purports to contain.

Date ..o INSPBCtONy. .. . - oo s s s s
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FROM 13
[See Rule 46)
Certificate of test or analysis by Government Analyst under Section
25(1) of the Drugs and Cosmetics Act, 1940

1. Name of Inspector from whom received ...........cccoocvveeeeeeiivnivii,
2. Serial No. and date of Inspector’s memorandum ................ooooii..

3. Number of samples. .........cocooovevivcinecirrinnn,

4. Date ofreceipt. ........ooooiviiviii,

5. Names of drugs purporting to be contained in the samples............

6. Conditions of seals on the package or on portion of sample or
CONtAINEL. ...oocvieiieiieeec e

7. Resuit of test or analysis with protocols of test or analysis applied.

..........................................

In the opinion of the undersigned the sample referred to above is of stand-
ard guality as defined in the Drugs and Cosmetics Act. 1940 and Rules there-
under / is not of standard -quality as defined in the Drugs and Cosmetics Act.
1940 and Rules thereunder for the reasons given below: .

Date .....ccooceveie. Government Analyst..........ccocoooooveii.

FORM 19
[See Rule 59(2)]

Application for grant or renewal of a license to sell, stock,
exhibit or offer for sale or distribution of drugs other
than those specified in Schedule X

1. Werrm...... B S5 hereby apply for license for license to
sell by wholesale/retail drugs specified' in Schedules C and C( 1) excluding
those specified in Schedule X and/or drugs other than those specified in Sched-
ule C, C( 1) and X to the Drugs and Cosmetics Rules, 1845 and also to operate
a pharmacy on the premises situated at. ............................
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2. The sale and dispensing of drugs will be made under he personal
supervision of a qualified person, namely:

(NBIME) ©.oeerceerirsrsesss e sasisesiss s (Qualification).
(NBIMB). ... eeerrrirememmars st sribit s (Qualification).
3. Categories of drugs to be sold.

4. Particulars for special storage accommodation.

o) A fee Of TUPEES ...oveiiiiiiiie e has been creditcd to

Government under the head of account , ...,

Date ..ccooveneieiinnens Signature ...

FORM 19-A
[See Rule 59(2)]

Appllication for grant or renewal of a restricted license to sell, stock, °
exhibit [or offer for] sale, or distribute drugs by retail by dealers
who do not engage the services of a qualified person

apply for a license to sell by retail (i) Drugs other than those specified in
ScheduleC, C(I) and X on the premises situated at ............c..cooniinii,

or (i) Drugs specified in Schedule C(l) on the Qremises situated at / Drugs
specified in Schedule C(l) as vendor inthe area ................oooeemieinniinnn

2. Sales shall be restricted to such drugs as can be sold without the
supervision or

a qualified person under the Drugs and Cosmetics Rules.
3. Names or classes of drugs proposed to be sold ...

4. Particulars of the storage accommodation for the storage of Schedule
C(l) drugs on the premises referred to above. ,

5. The drugs for sale will be purchase from the following dealers and
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such other dealers as may be endorsed on the license by the Licensing Au-
thority from time to time,

Name of the dealer............ccc.ooevvennennns Signature .........cccoveviiiiiese e,
FORM 20
[See Rule 61(1)

License to sell, stock, exhibit or offer for sale or distribute drugs by
retail other than those specified in Schedule, C, C(l) and X

T T is hereby licensed to sell, stock, exhibit or
offer for sale or distribute by retail drugs other than those specified in Sched-
ule C C( 1) and X of the Drugs and Cosmetics Rules, 1945, and to operate a
pharmacy on the premises situated at ...............cc.coooevvevveeive Subject to
the conditions specified below and to the provisions of the Drugs and Cos-
metics Act, 1940 and the rules thereunder .

2. The license shall in force from .......oovvvveveeeeei to......

..........................................

3. Name(s) of qualified person(s) in charge..............ccccccov..... e PO
4. Categories of drugs ..........c.cooeveevveviveeeeerinnn. Prr oo Bt oo Do
Date....................... License No. .........oueeeeee. Licensing Authority

Conditions of licence -see statutory form

FORM 20-A
[See Rule 61(1)]

Restricted licence to sell, stock, exhibit or offer for sale or distribute
drugs by retail other than those specified in Schedules C, C(l) and X
for dealers who do not engage the services of a qualified person

TR S—— W———— . — is hereby licensed to seli, stock or exhibit
or offerfor sale or distribute on premises situated at ..................ooo.... the
following drugs being drugs other than those specified in Schedules C, c(h
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and X of the Drugs and Cosmetics Rules, 1945 subject to the condition speci-
fied below and to the provisions of the Drugs and Cosmetics Act, 1940 and the
Rules made thereunder.

2 The license shall be in force from.........c.ooooiii to

3 The licensee can deal only in such drugs as can be sold without the
supervision of a “qualified person” under the Drugs and Cosmetics Rules, 1945.

4. The licensee shall buy drugs only from the following dealers and such
other

dealers as may be endorsed on the license by Licensing Authority from
time to time.
Name of the dealer...............coooon License NO......c...ccovvereiiiiiiiiins

Date ....vvveeieeeercire i Licensing Authority

Conditions of licence -see statutory form

20-B
[See Rule 61(1}

License to sell, stock, exhibit or offer for sale or distribute by wholesale
Drugs other than those specified in Schedules C, C{l) and X

| g Y ——— rrrn ot et is hereby licensed to sell, stock, exhibit or
offer for sale or distribute by wholesale drugs other than those specified in
Schedules C, C( 1) and on the premises situated at ...

subject to the conditions specified -below and to the provisions of the Drugs
and Cosmetics Act, 1940, and the Rules thereunder.

2. The license shall be in force from

3. The sale shall be made under the personal supervision of a competent
PEISON......everieiriiriiass e e

(Name of the competent person ...
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Date .....cccovmiiieieee License No.........coovvvee
LicensingAuthority

Conditions of licence -see statutory form

FORM 21-A
[See Rule 61(2)]

Restricted license to sell, stock, exhibit or offer for sale or distribute -
by retail drugs specified in Schedule C(l) excluding those specified in
Schedule X for dealers who do not engage the services of a qualified

person

LTI ITY o ATTEr FETT. eSO is hereby licensed to sell, stock, exhibit or
offer for sale or distribute by retail on the premises situated
gl e e the following drugs being drugs specified in

Schedule C (1) excluding those specified in Schedule X to the Drugs and Cos-
metics Rules, 1945, subject to the conditions specified below and to the provi-
sions of the Drugs and Cosmetics Act, 1940 and the Rules thereunder .

2. The license shall be in force from...........................

3. Particulars of Schedule C( 1) excluding those specified in Schedule X
drugs to be sold

4. The licensee shall buy drugs only from the following dealers and such
other dealers as may be endorsed on the licence by the Licensing authority
from time to time.

Name(s) of the dealer(s)

Date ..o Licence No. ..o
Licensing Authority ...

Conditions of licence -see statutory form
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FORM 21-B
[See Rule 61(2)]

License to sell, stock, exhibit or offer for sale or distribute by\whole-
sale drugs specified in Schedules C and C (1) excluding those speci-
fied in Schedule X

(T o S is hereby licensed to sell, stock, exhibit or
offer for sale or distribute by wholesale on the premises situated at
.......................................... the following categories of drugs specified in Sched-
ules C and C( 1) excluding those specified in Schedule X to the Drugs and
Cosmetics Rules, 1945.

Categories of drugs

2 The license shall be in force from............cn to

2.A. The sale shall be made under the personal supervision of a compe-
tent person. (Name of the competent person.

3. This license is subject to the conditions stated below and to the provi-
sions of the Drugs and Cosmetics Act, 1940, and the Rules thereunder .

Licensing Authority
Conditions of licence -see statutory form
FORM 21-C
[See Rule 63-A]

Certificate of renewal of licence to sell, stock, exhibitor offer for sale or
distribute drug

Number of license and date of iSSUE ......oivieiiiine

| Certified that license NO..........cco e in Forms 20, 20-
A, 20-B, 20-F, 20-G, 21, 21-Aor21-Bgrantedonthe ..o

oI e R PR TP AT L KA TOTELT for sale of following drugs at the premises situ-
atedFat TSR IR SRR Wi, has been renewed for a period

07 Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANLUIAL

[ate s minryivere Nre e S50 E Licensing Authority

Conditions of licence -see statutory form

FORM 24
[See Rule 69]

Application for the grant or renewal of a license to manufacture for
sale or for distribution of drugs other than those specified in Schedule
C, C(h) and X Specified in Schedule C, C(l) and X

T HWWe L of: AN R hereby
apply for the grant/renewal ofa license to manufacture on the premises situ-
atedat ... the following drugs being drugs other than

those specified in Schedules C, C(l} and X to the Drugs and Cosmetics Rules.
1945.

2. Names of drugs categorised according to Schedule M.

3. Names, qualifications and experience of technical staff employe<;tfor
manufacture and testing.

4. A fee of rupees. has been credited to Government under the head
ofaccount Date Signature Note: The application should be accompanied by a
plan of the premises.

FORM 25
[See Rule 70]

License to manufacture for sale or for distribution of drugs other
than those specified in Schedule C, C(l) and X

Number of License and date of iSSUe..........ooeeeoveve

L. s, St is hereby licensed to manufacture the fol-
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iowing categories of drugs being drugs other than those specified in- Sched-
ules C, C(1) and X to the Drugs and Cosmetics Rules, 1945 on the premises
SitUaIEdIa TN, s EE—————a——— Under the direction and supervision of
the foltowing co'mpetent technical staff: .

(a') Competent technical stafffNames) ...

(b) Names of drugs (each item to be separately speci-

5 The license authorises the sale by way of wholesale dealing and stor-
age for sale by the licensee of the drugs manfuactured under the license.
subject to the conditions applicable to license for sale.

3. The License shall be in force from

4. The license is subject to the conditions stated below and to such other
conditions as may be specified in the Rules for the time being in force under
the Drugs and Cosmetics Act, 1940.

[D a1y —————— Signature ...
Designation ............ccocoiiiiiien

Conditions of licence -see statutory form

FORM 26
[See Rules 73 and 83 ]

Certificate of renewal of licence to manufacture for sale of drugs other than
those specified in Schedule C, C (1) and X

1. Certificate that licence NO.............os granted on the
FO e ) W for the manufacture of the following categories
of drugs being * drugs other than those specified in Schedules C. C(1) and X
drugs specified in Schedules C and C( 1) excluding those specified in Sched-
ule X to the Drugs and Costmetics Rules. 1945, at the premises situated at

i hasbeenrenewed from...............oc S e
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Date.....ooooiveeiinaen Signature......................
Designation ..............................

Conditions of licence -see statutory form

FORM 26-A
[See Rules 73-A and 83-A]

Certificate of renewal of loan licence to manufacture for sale of drugs
other than those specified in Schedule X

1. Certified that a loan licence NO. .......oocoiveeiiiiiiiii granted
ONENE .ot O F— e a——— for the manu-
facture of *drugs other than those specified in Schedules C, C(l} and X
......................................... the undermentioned drugs being drugs specified
in Schedules C and C( 1) excluding those specified in Schedule X, to the
Drugs and Cosmetics Rules, 1945, at the premises situated at
................... ceverrennneeeen ClO L. has been renewed

2. Names of the drugs (each substance to be separately specified).
3. Names of the competent technical staff .......................oooo
Date ....coooviiiiviiiiei, Signature............coooooee.
Designation.............ccoccoeiiiiiii

Conditions of licence -see statutory form,
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FORM 25-B
[See Rule 70]

Licence to repack for sale or distribution of drugs being drugs Other
than those specified in Schedules C and C(l) Excluding those specified
in Schedule X

[T E PR L e O e e e is hereby
granted a licence to repack the following drugs for sale or distribution on the
premises situated at ... Under the supervision of the

following competent staff:
a) Names of drugs to be repacked ...
b) Names of competent staff ...
2. The licence shall be in force from ...................... 1 (o JR PO

3. The licence authorises the sale by way of wholesale dealing by the
licensee and storage for sale by the licence of the drugs repakced under the
- licence subject to conditions applicable to licences for sale.

4. The licence is subject to the conditions stated below and to such other
conditions as may be specified in the Rules for the time being in force under
the Drugs and Cosmetics Act, 1940.

Date . -, Signature ........cceeeieiiienn
Designation ..o

Conditions of licence - see statutory form
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FORM 26-B
[See Rule 73-B}

Certificate of renewal of licence to repack for sale or distribution of
drugs being drugs other than those specified in Schedules C and
C(l) excluding those specified in Schedule X

1. Certified that licence No. ........cooovevviveeive granted on
the......ccoci e, O e Tareneren for the repacking
of the following drugs at the premises situated.at................ccoooeevovviiiil
has beenrenewed from.................cocveveeeene.. to

..........................................

Names of drugs to be repacked

2. Names of competent staff

..........................................

Date ...coocovvrviiiiiiiiicci e Signature

.................................

Designation

Conditions of licence -see statutory form

FORM 27

Application for grant or renewal of a licence to manufacture for sale
or for distribution of drugs specified in Schedules C and C()
excluding those specified in Part XB and Schedule X

T UWe e hereby apply for the grant / renewal
ofa licence to manufacture on the premises situated at
.......................................... the undermentioned drugs, being drugs speci-
fied in Schedules C and C(l) excluding those specified in Part XB and .X to
the Drugs and Cosmetics Ruloes, 1945.

Names of drugs.

..........................................

(each item to be separately specified)

..........................................

2. The names, qualifications and experience of the expert staff re-
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sponsible for the manufacture and testing of the above -mentioned drugs :
(a) Name(s) of staff responsible for test............cooniininin
(b) Name(s)of staff responsible for manufacture ...
3. The premises and plant are ready for inspection
will be ready for Inspectlon on

4. Afee of rUPEeS....c..covvviiiiiiiiiiniiiiie e, and an Inspection fee of
[UDSESI SRSl S Nl e has been credited to Government under
the head of account............ccooviiiiinii i icnnenns

FORM27A
[See Rule 75-A}

Application for grant or renewal of a loan licence to manufacture for
the sale or for distribution of drugs specified in Schedules C and C(1)
excluding those specified in Part XB and Schedule X

TolfWe it L R Qf MAPEMINE S DROSU L A%, ¥ hereby
apply for the grant/ renewal of loan licence to manufacture on the premises
situated at ... GO e the un-

dermentioned drugs, being drugs specified in Schedules C and C(l} excluding
those specified in Part XB and Schedule X to the Drugs and Cosmetics Rules,
1945.

Names of drugs (each substance to be separately speci-

2. The names, qualification and experience of the expert staff actually
connected with the manufacture and testing of the specified products in th.
manufacturing premises :
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(a) Name(s) of expert staff responsible for manufacture .............. ...
(b) Name(s) of the expert staff responsible for testing ......cccoonuniinen.
3. I/'We enclose :

(@) Atrue copy of aletter from mefus to the manufacturing concern
whose manufacturing capacity is inteneded to be utilised by me
/ us.

(b) Atrue copy of a letter from the manufacturing concern that they

: égree to lend the services of their expert staff, equipment and
premises for manufacture of each item required by me / us and
that they will analyse every batch of finished products and main-
tain the registers of raw materials, finished products and re-
ports of analysis separately on this behalf.

(c) Specimens of labels, cartons of the products proposed to be
manufactured.

4. A fee of rupees. has been credited to Government under the
head of account..............coooevi oo

FORM 27-8

Application for grant or renewal of a licence to manufacture for sale-
or for distribution of drugs specified in Schedules C,C(hand X

1T We ) (8 et ot s e e hereby
apply for the grant / renewal of a licence to manufacture on the premises
situated at ..o the undermentioned drugs, speci-

fied in Schedules C, C( 1) and X to the Drugs and Cosmetics Rules, 1945,
2. Names of drugs. ........coooeevmmeeve

3. The names qualifications and experience of the expert staff respon-
sible for the manufacture and testing of the above-mentioned drugs.
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(a) Name(s)of staff responsible for test

(b) Name(s) of staff responsible for manufacture

4. The premises and plant are ready for inspection / will be ready for
inspection on. ...

5. Afee of rupees ..........cooviviiiiiven i and an inspection fee of

FUPEES .evvvvieeereriereeinreeciieiiinenesannas has been credited to the Government un-
der the head of account ..o

(B =] L et A erinon Ao Signature............oooiiieieieein,

The application shall be accompanied by a plan of the premises.

FORM 27-C
[See Rules 122-F]

A pplication forgrant or renwal of licence for the O peration of Blood
Bank, processing of Whole Human Blood for Components and / or
manufacture of blood products

apply for the grant / renewal of licence to operate a Blood Bank, processing of
Whole Human blood for components and / or manufacture of blood products.

Names of the Human Blood Components intended to be processed shall
be specified.

2. The names, qualifications and experience of expert staff :
(a) Name(s) of Medical Officer.
(b) Name(s) of Registered Nurse.
(c} Name(s) of Blood Bank Technician. ,

3. The premises and plan are ready for inspection /will be ready for in-
SPection ON .....occoocviiiiin

4. Afee of rupees ........cccociviiiiiiiii and an inspection fee of
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COEBES: oo S o has been credited to the Govenrment un-
derthe head OFBCcoUnt. ... cuaimain s a
Dale = ai s Signature.............ccoooiinveeeennn.
Designation................ R i TR e

FORM 27-D
[See Rule 75]

Application for grant or renewal of a licence to manufacture for sale or
for distribution of Large Volume Parenterals / Sera and Vaccines ex-
cluding those specified in Schedule X

1. 1Wei... o e s @R T " . hereby
apply for the grant/ renewal of a licence to manufacture for sale or distribution
on the piemises situated at ................occeoieivvrirrei, the under mentioned

- Large Volume Parenterals / Sera and Vaccihes, specified in Schedules C and
C(l) to the Drugs and Cosmetics Rules, 1945.

2. Name(s) of drug (S)....uvoeveevereeieeereeeeeeeeaen,
(each item to be separately specified)

3. The name(s), qualifications and experience of the competent technical
staff responsible for the manufacture of the above-mentioned drugs.

(a) Name(s) of staff responsible for testing ..................coooiviii .
(b) Name(s) of staff responsible for manufacture ...

4. The premises and plant are ready for inspection / wiil be ready for

iNSpection ON. .........c..ocooovvoeiieee

5. Afee of rupees ..........ocooovveececeeei, and an inspection fee of
RUPEES ...t has been credited to the Government un-
der the Head of Account............ it s

D ate AT MRt N Signature ...........c.ccooeviienen,

Designation .............coocoooviii
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FORM 28
[See Rule 76]

Licence to manufacture for sale or for distribution of drugs specified
In ‘Schedules C and C(l) excluding those specified in Schedule X

Number of licence and date of iISSUE .....ooeovenoviviieee el

1. = B e e e is hereby licenced to manufacture at the
premises situated at .............ccooviviiiiiiiiiie, the following drugs, being
drugs specified in Schedules C and C([) excluding those specified in Sched-
we X to the Drugs and Cosmetics Rules, 1945.

Names jof,drugs r=aansssum s st sidna e oy ndanmvs)
2. Names of competent technical staff .....................cccoveiiiii0.

3. The licence authorises the sale by way of wholesale dealing and stor-
age for sale by the licensee of the drugs manufactured under the licence sub-
ject to the conditions applicable to licences for sale:

4. The licence shall be in force fromto ............. A= W S R b

5. The licence is subject to the conditions stated below and to such other
conditions as may be specified in the Rules for the time being in force under

the Drugs and Cosmetics Act, 1940.
Date of issue..................ceoovnen Signature

Deslgnatlon ..............cocevvvvveesvennnnn.

Conditions of licence -see statutory form
FORM 30
[See Rule 90]

Application for licence to manufacture drugs for Purposes of exami-
nation, test or analysis

752 et et ——— O P ey e Y by occupa-
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BN hereby apply for a licence to manufacture the
drugs specified below for purposes of examination, test or analysis at
.......................................... and ! undertake to comply with the conditions ap-
plicable to the licence.

Names of drugs

Date : ... Signature .........ccc.eeeee

FORM 29
[See Rule 89

Licence to manufacture drugs for purposesof examination,
test or analysis

Lo elie 4 L e i of i) fugy be, sagbsiml vl is hereby li-
censed to manufacture the drugs specified below for purposes of examination.
testoranalysis at. ..........cooeeiiiiineee

2. The licence is subject to the conditions prescribed in Part Vil of the
drugs and Cosmetics Rules, 1945.

3. The licence shall be in force for one year from the date specified be-
low:.

Names of drugs
Date .......ccccoceeirin, Licensing Authority ..............................

Conditions of licence -see statutory form

FORM 31
[See Rule 139]

Application for grant or renewal of a licence to manufacture
Cosmetics for sale or for distribution

118 Dr. M.C.R.H.R.D Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAI

apply for the grant / renewal of a licence to manufacture on the premises s '
ted At ..o e the following cosmetics.

2 Names of COSMELCS ...ooovvereeriiiiiri i

3. The names, qualifications and experience of the expert staff actually
connected with the manufacture and testing of the specified products in the
manufacturing premises ...

4. |/We enclose :

(a) A true copy of a letter from me / us to the manufacturing concern
whose manufacturing capacity is intended to be utilised by me { us.

(b} Atrue copy of a letter from the manufacturing concern that they agree
to lend the services of their expert staff, equipment and premises for the manu-
facture of each item required by me / us and that they will analyse every batch
of and mainain the registers of raw materials, finished products and report of
analysis separately in this behalf.

Specimens oflabels, cartons of the products proposed to be manufac-
tured.

5. A fee Of FUPEES ......cococcvvvseveeiereeimnennennnnnnn. N@S been credited to Gov-
ernment under the head of account

..........................................

FORM 32
[See Rule 140]
Licence to manufacture cosmetics for sale or for distribution

Number of licence and date of issue

S MR is hereby licensed to nanufacture on the
premises situated at ... the following cosmetics under
the supervision of the following technical staff :

(a) Names of cosmetics
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(b} Names of the technical staff

3. The licence is subject to the conditions stated below and to such other
conditions as may be specified in the Drugs and Cosmetics Rules, 1945.

Date ..o, Signature ...........cooovvvviieiiiinn.
Designation..............ccocveevveevennn.

Conditions of licence -see statutory form

FORM 32-A
[See Rule 139-8]

Loan licence to manufacture cosmetics for sale or for distribution

1. Number of licence and date of issue .

2 T T Of oo, rreres is hereby
granted a loan licence to manufacture the following cosmetics on the premises
situated at..........ccooovvvviieieci e Clor.. MIMEERNLI CHEST M BT under the
direction and personal supervision of the following technical staff :

(a) Namesofthetechnical staff ...................ccooovvveeceeni ...
(b) Names of cosmetics .............ccoooevveveveeean
3. The licence shall remain in force from.........o.o.......... 0.,

4. The licence is subject to the conditions stated below and to such other
conditions as are specified in the Rules for the time being in force under the
Drugs and Cosmetics Act, 1940.

Date ....cccvvvveiveci, Signature ................oeiiiie,
Designation...........c.ccccoeeveeieivicin e,

Conditions of licence -see statutory form
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FORM 35

[See Rules 65,67-0,74, 74-A, 74-B, 78, 78-A, 85-H, 142, 142-A, 158 and
158-A]

FORM IN WHICH THE INSPECTION BOOK SHALL BE MAINT AINED

A. The cover of the Inspection Book shall contain the following par-
ticulars, namely:

1. The name and address of the LICENSEE 1vvveenrarieeeeerreinniniaeseniemsaninas

2 Licence number and the date upto which the licence is

B. (1) The pages of the Inspection Book shall be serially numbered
and dulystamped by the Licensing Authority. The pages, other than the first
and the last pages, shall have the following particulars :

Name and designation of the Inspector who inspects the premises of
the LIGENSEE ..evvvvereereeieeiomrannrninneianaenass

Date of INSPeCtion ...
Observations of the INSPecor ...
Signature of the Inspector

(ii) the first and last pages of the inspection Book shall be enclosed by
the Licensing Authority with the following words, namely:

Inspection Book maintained by /S . . T IR, situ-
ALEA B oooveerereeeeeeearsesse e e e saeears SaRear e for licence
UMD oo eeeiieerneieeerarar i eaensnaases I FOIM . cneeenrieenisesnrivansesserinsrninnansses

under Drugs and Cosmetics Rules

SEAL AND SIGNA TURE OF THE LICENSING AUTHORITY.
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DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

Govt. of Andhra Pradesh
STORES SECTION
OFFICE OF THE INSPECTOR GENERAL, DRUGS & COPYRIGHT,
DRUGS CONTROL ADMINISTRATION HYDERABAD

STOCK REGISTER OF CHEMICALS, CLASS WARE AND
EQUIPMENTS ETC.
Name of the A rticle

Date | Particulars of | Quantity received | Issued | Balance | Remarks
transaction

1 2 3 4 5 6
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BUDGET CONTROL REGISTER

STORES SECTION
Sl. | Name of the Bill Date Amount | Balance | Signature of the
No.| Firm No. Stores Officer
1 2 3 4 5 6 7
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FORMAT OF CONSOLIDATED MONTHLY STATEMENT OF
PERFORMANC EOF DRUGS CONTROL LABORATORY SUBMITTED
BY SENIOR SCIENTIFIC OFFICER /GOVT. ANALYST

MONTHLY STATEMENT FOR THE MONTH OF --m-- 1999

‘L No. of Samples pénding at the end of previous month
2 No. of samples received during the month

3 Total No. of samples at the end of the current month
4, Total No. of samples analysed during the month

5 Total No. of samples pending at the end of the month

SENIOR SCIENTIFIC OFFICER
AND GOVERNMENT ANALYST

DRUGS CONTROL DEPARTMENT
HYDERABAD

FORMT OF CONSOLIDATED STATEMET OF PERFORMANCE FOR
THE LAST THREE MONTHS

COMPARATIVE STATEMENT OF THE SAMPLES ANALYSED RE-
PORTS DURING THE LAST THREE MONTHS

Month 1 Month 2 Month 3
1. No. of samples analysed
2. No. of smaples found to be
Standard Quality
3. No. of Samples found to be

Not of standard Quality

SENIOR SCIENTIFIC OFFICER
AND GOVERNMENT ANALYST

DRUGS CONTROL DEPARTMENT
HYDERABAD
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FUNCTIONARY MANUAL

MONTHLY STATEMENT OF SAMPLES ANALYSED OF DRUGS/ COS-

METICS MANUFACTURED WITHIN THE STATE AND OUTSIDE THE

STATE

Samples Analysed under

No. of samples declared
Standard Quality

No. of samples declared

Not of Standard Quality

Units located
in AP State

Units located
outside A.P.

Units located
in A.P. State

Units located
outside A.P.

ACT SAMPLES
1. Manufacturing Units
2. Wholesale Trade
3. Retail Trade
4. Vet. Trade Samples
HOSPITAL SAMPLES
1. State Govt. Hospitals
a) APVVP
b) DM &H.O. & PHCs

c¢) Teaching Hospitals/
Stores

3. Central Govt. Hospls.

a) Govt. Medical Stores
Dept.

b) CGHS Dispensaries

c) Public Sector Hosp.

d) ESI Hospital/Stores

4. Non- statutory
Samples

133

No. of sampels found
Standard Quality

SENIOR SCIENTIFIC OFFICER
AND GOVERNMENT ANALYST

MONTHLY STATEMENT FOR THE MONTH OF 99
No. of samples analysed

No. of samples found to be
Not of Standard Quality
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FUNCTIONARY MANUAL

FORMAT OF PERFORMANCE REPORT OF JUNIOR SCIENTIFIC OFFICER /
JUNIOR ANALYST IN DRUGS CONTROL LABORATORY

Name of the Junior Scientific Officer /Junior Analyst

DAILY PERFOMACE REPORT CONSOILIDATED

FOR THE MONTH OF

Sl
No.

Date of
Analysis

Nature of Analysis

Number of Ingredients

Remurks

]

2

3

4

5

INDIVIDUAL MONTTHLY STATEMENT OF ANALYSIS REPORT OF JUN-
IOR SCIENTIFIC OFFICER /JUNIOT ANALYST

Name of the month :
Name of the JSO /Junior Analyst :

No. of No. of | No. of No. of No. of days
g|. Sa;pples Samples| Samples samples attended to
No,| Pending on | gjioted |analysed | pending at | analysis work
the Iast' day| forthe durign the end of du:{ing the AL
of previous | month the the month month
month month
| 2 3 1 5 b L
Date : Signature of the JSO/ Junior Analyst

134
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MONTHLY PERIODICAL REPORT OF PERFORMANC EOF JUNIOR
SCIENTIFIC OFFICER IN DRUGS CONTROL LABORATORY

Periodical report for the month of

UNIT

1k No. of samples pending at the end of previous month.
2. No. of samples received during the month

P Total No. of Samples as on

4. Total No. of sampels analysed during the monith

1 Total No.of sampels pending as on

S.No. Name of the JSO /Jr. Analyst No. of samples analysed
1.

2
3
4,
5
Note :

UNIT OFFICER
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DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

FORMAT OF ANNUAL SELF APPARASIAL REPORT
ANNEXURE
FORM -A
PART - i
( TO BE FILED BY THE OFFICER REPORTED UPON)
1. A brief summary of duties and responsibilities ( not more than 50 words)

2. Please specify important items of work in order fo priority where in quan-
titative /physical /financial targets /objectives /goals were set for you or set by
y ourself for the reporting year and achievements made.

ltem of work Physical or financial Achievement
target /objective /goal

3. a) In case of a shortfall of expected quality/ quantity of performanc
eplease state the reasons.

b) Please indicate your contribution in case of significantly higher achievement
of the targe /goal /objective.

Name & Signature
of the Officer
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139

FUNCTIONARY MANUAL

FORM - A

PART -l
FORMAT OF ANNUAL CONFICENTIAL REPORT OF GAZETTED OF-
FICERS FOR THE YEAR

Name of the Officer

Appointment held during
the ( with dates and Scale
of pay :

General qualifications and
aptitude for post held in-
cluding any apecial or tech-
nical

a) Acceptance or otherwise
of the self appraisal re-
port of the Gazetted Officer
Indicated in Part - | and if
not agreed to the resons
therefore.

b) Manner in which the Of-
ficer discharged his duties
during the year i.e., if satis-
factorily or otherwise (spe-
cific on instances of un-
satisfactory work of ad-
versely commented on to
be cited with number and
date of orders passed.

Does the Officer exhibit :

a) patience
b) Tact
) Courtesy

Dr. M.C.R.H.R.D Institute of Andhra Pradesh
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10.

1.

12.

13.

140

d) Impartiality in his relations with the
Public and subordinate or superior
Staff with whom he comes in contact ?

Is the Officer

i) Of good character ?

i) Of sound constitution ?
Is the Officer :

i) Physically enrgetic ?
ii) Mentally alert ?

Has the Officer.

i) Initiative and drive ?

li) Powers of control ?

iii) Power of application ?

Has the Officer any special charac-
teristic and for any outstanding mer-
its or abilities which would justify his
advancement and special selection for
higher appointment in the service ?

Is the confirmed in this post ?
If not, what is his substanctive Post ?

Punishments, censures or special
commendations in the period under
report,

a) Date of Communication of adverse
remarks since last report.

b) Orders on the representation if any
arising from (a) above.

General remarks { comment generally
on the way the Officer has carried put
his duties estimate of his personality
etc.)

FUNCTIONARY MANUAL
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14.

15.

16.

17.

141

Grading :

i) Outstanding
i) Very Good

i) Good

iv) Satisfactory
v) Poor

(Clearly indicate the reason for
grading of the Officer)

Reporting Officer :
Date :

Remarks of the counter signing
Officer :

Date :

Opinion of the Head of the Depart-
ment ( when not reporting Officer)
on Conduct and efficiency of Of-
ficer reports on.

Date :

FUNCTIONARY MANUAL

SIGNATURE
NAME AND DESIGNATION
( IN BLOCK LETTERS)

SIGNATURE
NAME AND DESIGNATION
( IN BLOCK LETTERS)

SIGNATURE
NAME AND DESIGNATION
( INBLOCK LETTERS)
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FORM -E.R. - I

FUNCTIONARY MANUAL

Format of Quarterly Return to be submitted to the Local Employment
Exchange for the Quarter ended : 31.12.199

The following information is required under Employment Exchanges ( Com-
pulsory Notification of, Vacancies) Rules 1960 to assist in evalutation trends
in employment and for action correct imbalances between labour supply
and demand,

NAME AND ADDRESS EMPLOYER

WHETHER HEAD OFFICER /
BRANCH OFFICE
NATURE OF BUSINESS

PRINCIPAL ACTIVITY

1(A) Employment :

Ofo Inspetor General
Drugs and Copyright
Drugs Control Administration
Vengalraonagar, Hyderabad

Directorate
Enforcement of Drugs and
Cosmetics Act.

Total number of persons working proprietor /partners contingenment paid
contractual worker on the pay roll of the establishment excluding part
time worker and apprenticeship ( the figure should include every every
persons whose wage of salary is paid by the establishment.

ON LAST WORKING DAY
OF THE PREVIOUS

ON THE LAST WORKING
DAY OF PRESENT

QUARTERAS ON 30 -09 - 1999 QUARTER
31-12 - 1999
MEN
WOMEN
142 Dr. M.C.R.H.RD Institute of Andhra Pradesh




DRUGS CONTROL ADMINISTRATION FUNCTIONARY MANUAL

a) Number of vacancies occurred and notified during the quarter and
the number filled during the quarter

Quarter | Notified Local Central Filled Sources
Occurred | Employment | Employment Describe the
Exchange source s filled
1 2 3 4 5

2. {b) Reasons for not notifying the vacancies occurred during the Quarter
under the report vide 2{a) above.

3. MAN POWER SHORTAGES :
VACANCIES /POSTS UNFILLED BECAUSE OF THE SHORTAGE
OF SUITABLE APPLICANTS : '

Number of Unfilled vacancies /Posts

Name of the Occupa-

tion or designation of Essential Essential Experience
the posts. Qualification | Experienced | Not necessary
prescribed
1 2 3 4

Should be sent to :

To

Regional Employment Officer
Regional Employment Exchange
H.No.1-1-79, Bhagyanagar Complex

R.T.C. X Road, Hyd -20

This return should be sent relate to quarter ending 31s March 30 th June /30th
June /30the September and 31 st December and shall be rendered to Local
Employment Exchange within 30 days after the end of the Quarter concerned.
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FORM - I

FUNCTIONARY MANUAL

FORMAT OF OCCUPATIONAL RETURN TO BE SUBMITTED TO THE
LOCAL EMPLOYMENT EXCHANGE ONCE IN TWO YEARS
AS ON 30 TH SEPTEMBER,199

Vide the Employment Exchange (com-
pulsory notification of vacancies )
Rules, 1960

Name and address ot the Empioyer :

Nature of busines ( Please Describe
what the Estt. Makes of does as its
Principal activity).

Total number of persons on the pay
rolls of the Estt. On (Specified date ).

Occupational classification of all em-
ployees as given in item 1 above (
please give below the number fo em-
ployees in each occupation sepa-

rately).

Occupation

Number of Employees

Use exact terms such
as Engineer (Mechani-
cal} Teacher (domestic
Science ) Officer on
Special Duty (Actuary),
Asst. Director (Metal-
lurgist), M Scientific
Asst. (Chemist) Re-
search Office (Econo-
mist ) Instructor (Car-
penter) Supervisor
(Tailor ) Fitter, (Internal
Combuston Engine )
Inspector (Sanitary )
Supdt. {Office ) Ap-
prentice (Electrician)

Women

Men

Total

Please give as far as
possible approximate
number of vacancies
in each occupation
you are likely to fill
during the next calen-
dar year due to re-
tirement, expansion
of reorganisation.

1

Fd4
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Date .

To
The Employment Exchange ,

Note, Totat of Col (4) of under item 2 should correspond to the figures given
agains titem No. 2.

SIGNATURE OF EMPLOYER
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Duty performed

with Knowledge, Faith and Devotion,
hecomes really effective
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