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| BP 305 T
II/iV B.PHARMACY - 3R0 SEMESTER
BP30ST-PROFESSIONAL ETHICS AND HUMAN VALUES
! - {THEORY) (30 HOURS)
Scope of the Subject : '
1.To bring awareness among pharmacy graduates on ethics and human values.
2. to understand and ethical theories and their application to work ethics.
3. To know various codes of ethics used by professional bodies.
4. To understand the concepts of corruption and its measures.
5. To learn about professional responsibility as a pharmacist.
Outcomes of the subject :
The student will be able to :
“a) Develop awareness on ethics and human values
b) Become morally and socially responsible.
. ¢) Motivate others on moral values.
- Course Outcome :

- [C305.1 To remember and recall the human values and professional
ethics.
l C305.2 To outline the ethical norms, anti corruption measures and
; central vigilance bodies.
1'C305.3 To apply moral concepts and reasoning in pharmacy.
C305.4 To discover ethical issues in clinical pharmacy practice and
i manufacturing of pharmaceutical products.
C305.5 To appraise professional societies and various pharmaceutical
-associations.
C305.6 To adapt social pharmacy and code of pharmaceutical ethics.
Course Content: B
' TOPIC Durat- References
ion
(hrs)
IT-1 04 | R.S.Naagarazan
uman Values: Morals, Values and professional ethics and
ics-Integrity-Work ethics-Service Human values edition I,
arning, Civic virtue, Réespect for New Age International Pvt.
thers, Living Peﬁﬂy—Caring, Ltd., edition -1, Chapter-1
aring, Honesty, Courage, Valuing
1e, Co-operations,Commitment,
pathy, Self confidence, Character
d Spirituality.
NIT-T 05 | Joy Wingfield and Davi )
troduction to professional Badcott, Pharmacy ethi
lics, corruption and its and decision ﬂ% T‘*\}: il
easures: Need of ethics in  Pharmaceutic ss, ‘(‘,‘g,‘};m’]ﬁ i;f.;utatai e
larmacy, gha:qgmg times, RPSGB -L'Ed1t1on I, Cha?)‘téﬂpﬁth: Nagar LA , GUNTUR-34
dance, ethical norms, moral 3
ativism; facts and values; ethical
ories and concepts. Corruption
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[public life, economic impact of
corruption, payments that equate
supply and demand,; bribes as
incentive payments, bribes to reduce
costs, organized crime and
corruption. Anti-corruption
measures — Anti corruption Bureau
(ACB), Central Vigilance Commission
{CVC), Central Bureau of
Investigation (CBI), lokadalats,
Ombudsman, Comptroller and

| auditor general (CAG) and

t. right to information.

Professional societies and various .

 pharmaceutical associations: Indian

'Pharmaceutical Congress Association,

| Indian Pharmaceutical Association,
Indian Hospital Pharmacists.

|| Association, Association of

|| Pharmaceutical Teachers of India, The
All India Drug Control Officers
‘Confederation, Indian Society for
Technical Education, National
Pharmaceutical Pricing Authority and
other allied professional
‘societies/associations.

Association, Indian Pharmacy Graduates |

UNIT-111 05 1.R.S.Naagarazan professional
Moral concepts and reasoning in ethics and Human values
{| Pharmacy: Moral issues, rational edition I, New Age -
ll inquires, moral autonomy, moral Irllteé-?lati:nalz Pvt, Ltd., edition
lll reasoning and pharmacist, moral -1, Lhapter- .
{| development theories, justice and 2.Joy Wingfield and Dat.md
|| human rights, trust and truthfulness Ba@cgtt, Pharmacy ethics and
‘ ghrs, e decision makin
and moral dilemmas oy . ::!
Pharmaceutical press, Edition /i
I, Chapter-4. {
UNIT-IV 05 | 1.Joy Wingfield and David
Professionalism and Industrial Badcott, Pharmacy ethics
ethics: Pharmacy and and decision making,
professionalism, ethical basis in Pharmaceutical press,
professionalism and accountability, Edition I, Chapter-4
industrial ethics, pharmacist in 2.R.S.Naagarazan
different clusters with different professional ethics and
ethical issues — ethical issues in Human values edition I, :_- -
clinical pharmacy practice, New Age International Pvt.’ i
| community pharmacy and Ltd., edition -1, Chapter-2- -
manufacturing of pharmaceutical i
products. .
UNIT-V 06 | 1.Professional Pharmacy- -

M.L.Schroff

2. Harikishan Singh:
History of Pharmacy in =
India and related aspects,
Volume-I1, Il and IiI :
Pharmacopoeias and
formularies, 1st Edition, -
Vallabh Prakashan, 2005 -
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|| UNIT-V 05
Social Pharmacy and code of
Pharmaceutical ethics:

The Concept and context of social
pharmacy, principles of ethics,
Mrality, ethical codes,
Pharmaceutical Ethics in relation to
|| job, trade, profession and medical
profession. Pharmacist Oath.

1.N.K.Jain, Forensic
Pharmacy, Eight edition,

2014, 484-492.
2.B.M.Mithal, A

of Forensic Pharmacy, Valla
Prakasan, 10t edition,

Chapter-14

Text book

Further Readings:

Publ. and Distributors, New Delhi.
02. R.M.Metha, Dispensing pharmacy

Publ. and Distribution, New Delhi.

SF8rmacy syllabus-2017 EAMCET batch

01. NK Jain, Health Education and community Pharmacyby , CBS,

03. Pharmacoethics: A problem based approach by G.Vidya Sagar
04. Gupta AK, Health Education and Community Pharmacy, CBS,
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% CHALAPATH! INSTITUTE OF PHARMACEUTICAL SCIENCES
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

}/IV 8.PHARMACY FOR THE ACADEMIC YEAR 2014-2015 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFTESKILLS % - No. of Hours : 30

OBJECTIVE : To create awareness of commuﬁxcatlon skills and‘ human refinement ideologies to a
student in the right perspectlve

The objective of the course is to fmpart the English Ianguage skills to communicate better and
create awareness in soft skills to meet the corporate chaile,nges A handful of theoretical and practical
knowledge in all aspects of social etiquette,: planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectively communicate through verba! /oral communication and improve the listening
skills. 7

2 | Write precise briefs or reports and technical documents.

Actively participate in group discussion / meetings / mtervnews and prepare and deliver

1

3 presentations.
4 Become more effective individual through goal / target, self motivation and practicing
| creative thinking.
5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of

| team work, interpersonal relationships and leadership quality.
Effectively apply active listening skills. I'

R ¢
1 | Value of English - 3 hours
2 | Importance of Communication Skills 2 hours
3 | Qualities of a speaker / listener 2 hours
4 | How to speak without fear-Mock practice 10 hours
5 | Importance of soft skills 3 hours
6 | Qualities / Duties of a student 2 hours
7 | Social Etiquette ' 2 hours
8 | Telephone Etiquette 2 hours
9 | Successful tips for:exams . 2 hours
10 | Behavioural approach and attitude | 2 hours

I Name of the Faculty ’ C. Anthony Reddy, Asst. Professor in English
.-""\
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#30.%  CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES

: CHALAPATHI NAGAR, LAM, GUNTUR - 522034
I/1V B.PHARMACY FROM THE ACADEMIC YEAR 2015-2016 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS No. of Hours : 30

OBJECTIVE : To create awareness of communication skilis and human refinement ideologies to a
student in the right perspective.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of sacial etiquette, planning strategy and to speak and write cohfidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

1 Effectively communicate through verbal /oral communication and improve the listening
skills.

2 | Write precise briefs or reports and technical documents. .
| Actively participate in group discussion / meetings / interviews and prepare and deliver

3 presentations. .

4 Become more effective individual through goal / target, self motivation and practicing
creative thinking.

5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of

team work, interpersonal relationships and leadership quality.
6 | Effectively apply active listening skills.

1 | Vvalue of English 2 hours
2 [ Importance of CommunicationSkills 2 hours
3 | Qualities of a speaker / listener 2 hours
4 | How to speak without fear-Mock practice 10 hours
5 | Importance of soft skills 4 hours
6 | Qualities / Duties of a student 2 hours
7 | Social Etiquette 2 hours
8 | Telephone Etiquette 2 hours
9 | Successful tips for exams 2 hours
10 | Behavioural approach and attitude 2 hours

Name of the Faculty | C. Anthony Reddy, Asst. Professor in English ‘

PRINCIPAL

Chalapath Institute of Pharmaceutical Sciences
(Autonomaus)
Chalapathi Nagar LAM, GUNTUR-34.




TITLE : COMMUNICATION SKILLS AND SOFT SKILLS

CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

| I1/1v B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS

No. of Hours : 30

OBIJECTIVE : To enhance communication skills, value of group discussions and global exposure.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will

add value to the budding

pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectively communicate through verbal /oral communication and improve the listening
| skills. -
Write precise briefs or reports and technical documents.

Actively participate in group discussion / meetings / interviews and prepare and deliver
presentations.

Become more effective individual through goal / target, self motivation and practicing
creative thinking. '

Function effectively in multidisciplinary and heterogenous teams through the knowledge of
team work, interpersonal relationships and leadership quality.

Effectively apply active listening skills.

SNo Conitents Prescribed
1 | Value of English and Communication Skills 2 hours
2 | Qualities of a speaker / listener 2 hours
3 Im;;rt_ance of Soft skills R 2 hours
4 Importance of Vivah\zace skills 2 hours
5 | Speaking /_ Writing tasks 6 hours
6 Human Refinement tips 2 hours
7 Mnemonics {memory tips) R 2 hours
8 Group discussions 4 hours
9 Extempore practice 4 hours
10 | Presentation skills h 4 hours

C. Anthony Reddy, Asst. Professor in English

Name of the Faculty
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S2L.% CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
"? (AUTONOMOUS)
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

IV/IV B.PHARMACY 8" SEMESTER
ENTREPRENEURSHIP SKILLS

Academic Year : 2019-2020 No. of Hours : 30
1. Beingan Entrepreneur (2 hours)
2. Skills Required to become an entrepreneur (3 hours)
3. Entrepreneur vs Manager (2 hours)
4. Entrepreneurship skills in students (2 hours)
5. Key skills of an Entrepreneur (2 hours)
6. Five skills required for every Entrepreneur (2 hours)
7. Entrepreneur knowledge to start a business (2 hours}
8. Knowledge based innovation (2 hours)
9. Communication and soft skills in business successes (2 hours)
10. Career planning strategies (2 hours)
11.How to be a successful Entrepreneur (2 hours)
12. Marketing strategies and concepts {2 hours)
13.Procedure to establish a pharmacy (2 hours)
14.To establish drug testing laboratory (1 hour)
15. How to get approval for test licence (1 hour)
16. How to establish small scale formulation u it {1 hour)

Chalapathi Institute of Pharmaceutical Sciences
{Autonomous -
hatapathi Nagar LAM, GUNTUR-34.



CHALAPATH! INSTITUTE OF PHARMACEUTCAL SCIENCES
(AUTONOMOUS)

DEPARTMENT OF PHARMACEUTICAL ANALYSIS
SKILL ORIENTED CERTIFICATE PROGRAMME ON

ICH ELECTRONIC COMMON TECHNICAL DOCUMENT (eCTD) — SUBMISSION PROCESS

OBJECTIVES:
» The main objective of this course is to provide guidelines in ICH electronic common technical

document (eCTD) and its submission process.
» The course objectives also include getting the basic knowledge on marketing the drugs or biological

products in US along with knowledge on product dossier requirements and filing process.

COURSE OUTCOMES:

1. Students can able to apply for Intellectual Property (IP) law principles to real problems and analyse
the social impact of IPR policy.

2. Students shall get an adequate knowledge on patent drafting and filing for their own innovative

research work.
3. Students can able to identify the how to access and use of eCTD specifications and ICH guidelines.

4. Students are able to identify the submission process of eCTD via electronic submission gateway

(ESW).

Date: 09/12/2020 — 12/12/2020

Duration: 30 hrs

- B |_ S il
S.No Date Topic Names D::;?:on Faculty Name
Introduction to IPR
¢ Patent
¢ Trademark
1 09/12/2020 o Copyright 7 hrs Mr. Y. Koushik
e Industrial Designs
» Geographical Indications |
2 10/12/2020 | Current IP practices in India ‘ 4 hrs ‘ Mr. T. Sreenu
g@@g INCIPAL
X Chalapathy lnstltute of Pharmaceutical Sciences
R {Autonomous)

Chajapathi Nagar LAM, GUNTUR-3¢




Time

S.No Date Topic Names Duration Faculty Name
Prior art Search

# ipindia.nic.in
3 10/12/2020 e uspto 4 hrs Mr, T. Sreenu

s Wipo
4 11/12/2020 ICH eCTD 7 hrs Mr. Y. Koushik
5 12/12/2020 | Dossier filing process 5 hrs Mr. Y. Koushik
6 12/12/2020 | eCTD submission to US FDA 3 hrs Mr. Y. Koushik

.-BVQ'
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SIREL, CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES

Y N (AUTONOMOUS)
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DEPARTMENT OF PHARMACEUTICAL ANALYSIS

SKILL DEVELOPMENT COURSE

MODERN TECHNIQUES INVOLVED INSYNTHESIS AND ANALYSIS OF DRUGS

Programme:1II/IV B.Pharmacy Cfc}fﬁéﬁ)«%‘f/ aw P>~ WQ—))

Puration:30 Hrs

| S.No | Experi_ment Duration
01 | Synthesis and characterization of benzimidazole using Parallel Synthesizer  4hr
02 | Study of drug molecules by using ChemSketch software | 4hr |
03 | TLC analysis of selected medicinal compounds | 3nr |
| :
04 | Chemistry of Remdesivirand Falpiravir 2hr |
05 | Microwave extraction and isolation of piperine from black pepper 4hr ._
06 | Determination of pKa value of selected drugs.  3hr i
07 | Computation tools for stljdying ADMET propertiean drug designing 4hr :
08 Lipinskii rule of five for studying physicochemical propertiés of drug | 3hr |
molecule
09 Assay of Glipizide Tablets 3hr
_— |

o!'— ¥ Hilag
Ry
*Note: 5 Aotoscmaun Ve
E .
EAR, ) 3
l'u'a\GUr TUR34 /e,

Assessment test on skill developmen‘?”frﬁuge will be conducted on final day after completion of

course.

Head of the De ent -
Department of Pharmacetitical Analysis
Chalapathi Institute of Pharmaceutical Sctences

{Autonomous)
LAM, GUNTUR-522 034.
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Chalapath! h.s.mwe of Pharmzceutical Sclences
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Chalapathi Nagar LAM, GUNTUR-34.




o2 CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR

(AUTONOMOUS)

Department of Pharmaceutics
Skill oriented certificate Program Programme on Advanced Pharmacokinetics Principles and
Molecular Biotechnique Practices

Scope: The scope of this skill oriented certificate program on “Advanced Pharmacokinetics Principles
and Molecular Biotechnique Practices” is intended for 1ll / IV B, Pharmacy program {6"semester)
students to improve their practical knowledge and career opportunities in the field of biopharmaceutics,
Pharmaceutical biotechnology.
Objectives:

e Performing dissolution rate test and analysis of the data.

s Deriving integrated equations associated with pharmaccokinetic models

e Modeling of plasma concentration vs time data into Pharmacokinetic models
¢ Understanding of factors which affect the absorption, distribution, metabolism and excretion of

drugs.
s Calculation of Pharmacokinetic parameters from biological data using relevant software
programs.
* Practicing molecular biotechniques.
: N Duration |
| S.No | Topic Didactic | (30 hrs)
1. Dissolution rate test and analysis of data Practical 3 hrs
Introduction to Pharmacokinetics (PK): Mathematical models, | Practical/ 1 hr
statistical applications, and Graphical Methods Theory
3. Pharmacokinetic models: Compartment one Vs Two and Non | Practical/ 1hr
compartment kinetics, Chronopharmacokinetics Theory
4. Calculation of bicavailability parametars: Area under the curve, | Practical/ 3 hr
absolute bioavailahility and relative bioavailability, | Theory
bioequivalence data B
5. Determination of absorption rate constant {Ka} by method of | Practical | 2hr
residuals and Wagner Nelson method | S |
6. Elimination kinetics from plasma and urinary excretion data | Practical | 2hr
7. Determination of pharmacokinetics parameters by two | Practical | 2hr
. compartment kinetics
8. Application of Loo- Reigelman method for two compartment nt | § Practical 2hr
. kinetics - -
LS Diagnostic test: Westron Blotting techniques Practical 2hr !
10. In vitro — In vivo correlation: Calculation using in vitro and in vive = Practical 2hr
. data |
| 11. | Polymerase chain reaction (PCR} technique in molecular biology Practical 2hr |
Total | 30 hrs |

Program out comes:

By the end of this skill development program, students will be expertise in the following
1. Understand the concepts of Pharmacokinetic Models.

Identify the various factors affecting dissolution rate and absorption of drugs.

Apply various Pharmacokinetic models in the measurement of Bioavailability.

Determine various Pharmacokinetic parameters.
Develop In vitro — In yipes ion. @ﬁﬂ@
? e 2}}7\?”
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
(AUTONOMOUS)

DEPARTMENT OF PHARMACOLOGY
SYLLABUS FOR SKILL DEVELOPMENT COURSE ON

“RECENT TRENDS IN EXPERIMENTAL PHARMACOLOGY AND ANALYSIS OF HERBAL
DRUGS”

Department : Pharmacology
Participants : IV/IV B.Pharmacy and III/VI Pharm D students
Duration : 30 Hrs

COURSE OUTCOMES
C 0-1 To demonstrate the significance of CPCSEA guidelines and to demonstrate various
_| routes of drug administration and blood collection techniques for laboratory animals
CO-2 | To summarize screening models for Psychotropic/neurotropic, learning and memory
act1V1tles
| CO-3 | To inter pret various preclinical models for drugs actlng on CVS.and PNS
 CO-4 | To compil¢ analysis of herbal drugs, DNA barcodlng

1. CPCSFA Guideclines 4 hrs
Goal and Objectives, Composition, activities, IAEC — Functioning, Requirements for animal
-'house Maintenance of Records. -
2. ‘Laboratory Animals : 4 hrs
Identification of animal species, sex, strain and breedmg Handhng of animals, routes of
| adm1mstrat10n dosing and blood coliection techniques.

- 3.. Animal House Faclllty : : 3 hrs
Envxronment Physical Facilities, Ammal procurement, Quarantine, Stabilization, ‘Separation,
Breeding, Housing, Maintenance of Laboratory amrnals Surveillance, Diagnosis, Treatment and
control of disease, Personal Hygiene.

4. Psychotroplc and neurotropic act1v1ty:-' | 4 hrs
Anti-epileptic activity (electroconvulsiometer), anti-aggressive activity (agressometer), behavior
(Locomotor activity —actophotometer, hole board test), anxiolytic activity (elevated plus maze,
'op_en field test), antipsychotic activity (CAR).

3. Nootropice or léarning and memory activity: . | Shrs
Spatial long term memory (Elevated Plus Maze), Working memory ( 8 Arm Radial Maze), Spatial

working memory (Y Maze, Rectangular Maze) Leammg, memory & reasoning (Hebbs William
Maze & Labyrnth Maze).

6. Cardiovascular activity: 5 hrs
_Anti- hiyperténsive activity by non-invasive blood pressure measurement technique

[NIBP ]/ Invasive blood pressure measurement (2-channel physiograph), anti-hyper
lipidemic activity (high fat diet induced/streptozotocin).

- 7. Analgesic activity (Eddy’s hot plate/ tail-fli
plethysmometer) / Anti-diabetic activity (&}

cAnalgesiometer) / anti- mﬂammatorypmwﬁ}mﬂgltal

ey,

c1 G {Autonomous)

8 mnuﬂ-w“ pathi Nagar LAM, GUNTUR
} waﬁer s ) SAL Thrs
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034
{Autonomous);NAAC- A Grade and NBA (B. Pharmacy) Accredited Institute
Recognized by UGC2f and 12 {B) and DSIR for Scientific and Industrial Research

ISO.9001:2015 Certified Instilute, Approved by Al India Council of Technical Education (AICTE), Pharmacy Council of India {PCI}, New Delhi and Affiliated to
DEPARTMENT OF PHARMACEUTICS

SKILL ORIENTED CERTIFICATE PROGRAM (Non-Credit) ON
ADVANCES IN FORMULATION AND EVALUATION OF NOVEL DRUG DELIVERY SYSTEMS

Scope:A short-term skill-oriented certificate program on Advances in Formulation and
Evaluation of Novel Drug Delivery System shall provide practical training in the formulation and
evaluation of drug delivery systems for IV/IV B Pharmacy and 11I/VI Pharm.D students. The
objective is to impart skill to develop drug delivery systems and to meet the demand in
academic and industrial environment. ' '
Durataon 30 hours

w;

710, lmpart‘,pra l_cal trammg on formulatlon aspect various categories of NDDS

To study the oral sate specmc and targeted drug delivery systems

To familiarize the use of various equipment in the design and evaluation of NDDS

To evaluate the importance of various drug delivery systems

To interpret how the NDDS will affect therapeutic benefit to patient with change in drug

release characteristics.
Program out comes: By the end of this skill development program, students get expertise in
the following aspects

A. Understand the fundamentals of novel drug delivery system.

Apply the design principles and development methodologies to fabricate NDDS
Experienced in the care and practices during the evaluation of NDDS.
Observe the process variables and their impact on product quality.
Enlighten the role of evaluation tests to ensure the product quality and performance.
Acquire the ability to handle various equipment and instruments.

® & 9 98 .:'
- ot
s

TMmMoO®

|  S.No Course Content Duration
- {30 hr)
Module-1 | Oral Controlled release systems 1
A, Formulation and Evaluation of sustained release (SR) matrix tablets 2
B. Formulation and Evaluation of microcapsules by ionic gelation technique 2
C. Formulation and Evaluation of microspheres made by solvent evaporation
technique
D. Formulation and Evaluation of sustained release pellets = 5
I E. Formulation of extended release pellets by fluid bed coater = 3
Module-2 | Site specific drug delivery systems '
.~ F. i Formulation and Evaluation of floating tablets - - RiNCIPAL 2
G. Formulation and Evaluation of Transdermal patches  Chalapath Insfitute of Phdrmacewical Scibnces
Module-3 | Targeted drug delivery systems (Parenteral) Chalapathi [diltonofious] 834
Formulation and evaluation of niosomes made by thin-film hydration technique . 2 |

LY) .
T
Chalapathi Instltute wl Pharmacetmcal Sciences

Chalapathi Nagar, LAM, GUNTUR-34.
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CHALAPATH! INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034

LAPY, .
_ "% =% ‘53 {Autonomous);NAAC- A Grade and NBA (B. Pharmacy) Accredited Institute
7@; U Recognized by UGC2f and 12 (B) and DSIR for Scientific and Industrial Research
T IS0 9001:2015 Certified Institute, Approved by All India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Delhi and Affiliated to

DEPARTMENT OF PHARMACEUTICS

‘Madule-4 Liquid and Topical or in-situ systems } |

J. Formulation and evaluation of micro-emulsions - | 7|
Module-5 | Colloidal Systems B L

k Aerosol Formulation Development ' 3

L | Aerosol Filling Process - 2

Jz"’"’
' PRINC
‘Chalapathi nsttute of Pharmaceatical Seences
{Autonomous)

Chalapathi Nagar, LAM, GUNTUR-34,

| IPAL
Chatapath Institute of Pharmacedical Sciences
{Autonomous}

|
|

.

1. | Formulation and evaluation of in-situ gels or hydrogels f 2
|

Chalapathi Nagsr 1 M, GUNTUR.34.
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR.
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e {AUTONOMOUS)

&ég DEPARTMENT OF PHARMACY PRACTICE j

PRADHAN MANTRI BHARATIYA JANAUSHADI KENDRA (PMBJAK]}

COMMUNITY PHARMACY-ENTREPRENEURSHIP SKILL DEVELOPMENT PROGRAMME - 30 hrs

Scope: A short term skill oriented certificate programme on Community pharmacy-
Entrepreneurship skills shall provide practical training on establishment of community
pharmacy / Pradhan Mantri Bharatiy Janaushadhi Kendra, health screening, first aid,

dispensing, inventory control, drug administration and patient counseling.

Objective: To improve entrepreneur skills of the students interested in establishing
community pharmacy by training thém in various activities which are required for the smooth

running of community pharmacy/ Pradhan Mantri Bharatiy Janaushadhi Kendra.
Programme outcomes:

1. Understanding the process of establishment of community pharmacy and Pradhan Mantri
Bharatiy Janaushadhi Kendra.

2. Acquiring the skills required to become an eminent community pharmacist having good

understanding about inventory control, patient counseling, dispensing and first aid services.

3. To survey the health status of patients in the community by participating on health

screening services and to build the ability to manage minor ailments.

4. To improve the professional skills about health, balance diet, family planning, health

promotion and prevention of communicable diseases in community.

5. To learn to utilize the computer applications and their advantages in community
F Pz
pharmacy. (}‘9 R
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Chalapathi Institute of Pharmaceutical Sciences
(Autonomous)
Chalapathi Nagar LAM, GUNTUR-34,



’ N
| Theory/
S.NO TOPIC practical |HOURS

Documents and process for the establishment of community
1. | pharmacy/Pradhan Mantri Bharatiy Janaushadi Kendra: Theory 3hrs
Need of generic medication and their importance.

Health promotion ad Health screening services: Theory
2. | Blood pressure monitoring, BMI monitoring, ) 3hrs
Blood sugar monitoring, Blood group Determination Practical
Medication adherence : ‘ Theory
3. | Medication non adherence and tools to improve medication : 3hrs
: Practical
adherence
First aid services: Theory
4. | First aid for leg fracture, First aid for nosebleed, First aid for 3hrs
burns, First aid for simple Bleeding Practical
Inventory control: _ Theory
5. | Steps for inventory control, Inventory control methods and drug 3hrs
Procurement Practical
Dispensing of drugs: Theory
6. | Guidelines for dispensing OTC Medication, Prescription 2hrs
medication, Narcotic medication. Practical
Responding to symptoms of minor ailments: T@YY
7. | Pain, fever, dyspepsia, diarrhea, vomiting, Constipation, and ) 3hrs
ophthalmic symptoms. Practical
Specialized drug administration procedures: Theory
8. | Ear drops, Eye drops, Nasal drops, Inhalers, Trans-dermal | 3hrs
-patches and Suppositories. Practical
| Patient counseling and communication skills Theory
9. | required for patient counseling, Preparation of Patient Information 3hrs
Leaflets, Prescription Analysis Practical

Drug Information Services:

Drug information resources, approach for answering drug
10. |. ; s . . X
information query, Critical evaluation of drug information and
literature, Preparation of written and verbal reports.

Theory 4hrs

Total hours ; o 30 hrs
)\ GuNTIR /5 R | L
& g™
a i i
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{Autonomous)
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 CHALAPATHI INSTITUTE OF PHARMACEUTCAL SCIENCES
- (AUTONOMOUS)

DEPARTMENT OF PHARMACEUTICAL ANALYSIS
SKILL ORIENTED CERTIFICATE PROGRAMME ON
“INSTRUMENTATION, TROUBLE SHOOTING OF ANALYTICAL EQUIPMENT AND

R YR 1 SALREA9129)

Scope: A short term skill oriented certificate program on “Instrumentation, Trouble shooting of

Analytical Equipment and Spectral Interpretation of Organic Compounds™ shall provide knowledge on
instrumentation of analytical equipment, trouble shooting and interpretation. The objective of this program
is to give more knowledge by making the students interactive which can lead to a successful career in

pharmaceutical industrial.

Date: 09/12/2020 to 12/12/2020 (
Duration: 30 Hrs

Objectives:

% To recall the concepts of analytical techniques.
» To make the students gain knowledge briefly about the analytical imstrumentation.
% To provide knowledge on trouble shooting.

% To make the students understand the concept of interpretation.

Course outcomes:

% Students can be able to leam the analytical knowledge on various analytical instruments and apply

the new methods for drugs quantification.

5 Students can be understanding the concept of interpretation and determine the structure of

compound.

% Students can be able to learn the calibration analytical instruments and its importance in drugs

quantification.

> Studenis shall get an adequate knowledge on trouble shooting of HPLC and resolve the problems her

research work time.

% Students shall get an appropriate knowledge on analytical method development and validation

concepts and apply the her own research work.

SN | - | Time N Faculty
Date Topic Names
¢ Duration Name

1 | 09/12/20 | UV Visible spectrophotomeler . 5 hrs K. Swathi X

‘ {a) Principle and ' hﬁﬁ?‘ A%ég\ﬂﬂ
instrumentagiag.of UV Cl'alapathn Institute of PHarmaceuticat Sciegces
Different “Nirlated {Autongmous)
to UV dhaiapath: Nagar LAM, GUNTUR{

34.




High performance Hquid
chromatography |
L 09/12/20 {a } Principle and
& instrumentation of HPLC Shrs
10/12/20 | (b) Different hurdles reiated
to HPLC
{c} Trouble shooting methods
Structure elucidation using
different spectras
(a) Index of hydrogen
deficiency
3 10/12/20 (b) Rule 13 Deriving 5 hrs M. Siva Prasad
molecular formula from
mass number
(c) Molecular structure using
different spectrums
Calibration of analytical
instruments
(a) Importance of calibration
and preparation of SOP
(b) Calibration of UV, IR,
HPLC, DSC
{c) Calibration of analytical
balance, flame
photometer, KF Titrator,
L fluorimeter
Design and development of
analytical methods and validation
11/12/20 {(a) Analytical method
5 - & development and
12/12/20 introduction to ICH
guidelines
(b) Analytical method
validation .
Design and development of
analytical methods and validation
(a) Analytical method '
development and
introduction to FDA
guidelines
(b) Development Of
Analytical Method

&2

(Assessment test on skill development course will be conducted on 12/12/2020 between 04.00 PM to

05.00 PM ) (\ \f = wﬂ)g/ N0,

M Q‘d of' ¥ é.:' epartment '
Department of Pharaceutical Analysis

__ _‘_ | {b) Trouble shooting methods : [ -

Mr. M. Siva

2

Prasad

4 11/12/20 5 hrs P. Prachet

5 hrs P. Prachet

6 12/12/20 5 hrs P.Abhinandana |

PRINCIPAL Chafapathi Institute of Pharmaceutical Sciences
Chalapathi lnstltute of Pharmaceutical Sciences {Autonomous)
onomous) LAM, GUNTUR-522 034.

Chalapathi Nagar LAM, GUNTUR-34,
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w *’ CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

IV/IV B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS
TITLE : INTERVIEW COMPETENCE AND GROUP DISCUSSIONS No. of Hours : 30

OBIJECTIVE : To create awareness of interview skills and group discussion and aid them to face the
challenging corporate world.

&

The objective of the course is to develop the students as effective communicators and to face
the corporate challenges confidently such as JAM session, interviews and group discussion. The content
will prepare the student to gain entrepreneurial and leadership traits and emerge as a daring, dashing
and dynamic personality in all walks of their career.

COURSE OUTCOMES: On completion of the course, student will be able to

=

Understanding the purpose of professionat interviews.

Identify the different types of professional interviews.

2
3 | Obtain important tips on preparing for the professional interview.

4 | Articulate the importance of self presentation.

SNo . Contents =g Prescrlbed '
R SRS | hours -
1 Importance of Communication Skills 2 hours
2 Importance of Soft Skills 2 hours
3 Social Etiquette | 2 hours
4 Telephone Etiquette 2 hours
_5 j Basics of JAM Skills . 2 hours B
6 _Easics of Interview Skills 2 hours
7 How to face an interview board 2 hours
8 Ten wo}st interview blunders 2 hours
9 '! Ianntsr}::]esv\::ll;i'lls Mock practice — Questions 10 hours
10 | Importance of Group discussion 2 hours
11 Resume preparation 1 hour
| 12 | Key to success in life 1 hour

Name of the Faculty | C. Anthony Reddy, Asst. Professor in English
{
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
PR s, (AUTONOMOUS)
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1.3.2 & 1.3.3 Value-added courses
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B BP 305 T

II/IV B.PHARMACY - 3R° SEMESTER
BP305T-PROFESSIONAL ETHICS AND HUMAN VALUES
- (THEORY) (30 HOURS}

il Scope of the Subject :

1.To bring awareness among pharmacy graduates on ethics and human values.

1 2. to understand and ethical theories and their application to work ethics.

Ll 3. To know various codes of ethics used by professional bodies. ‘

4. To understand the concepts of corruption and its measures.

i 5. To learn about professional responsibility as a pharmacist.
Outcomes of the subject : |
The student will be able to :

-a) Develop awareness on ethics and human values
" b) Become morally and socially responsible.
c) Motivate others on moral values. ’
; Course Outcome :

1 C305.1 To remember and recall the human values and professional ]
ethics.
| C305.2 To outline the ethical norms, anti corruption measures and

. central vigilance bodies.
1 C305.3 To apply moral concepts and reasoning in pharmacy.

| C305.4 To discover ethical issues in clinical pharmacy practice and i
: manufacturing of pharmaceutical products.
i C305.5 To appraise professional societies and various pharmaceutical

:C305.6 To adapt social pharmacy and code of pharmaceutical ethics.

associations. ‘

‘Course Content:
3' TOPIC Durat- References ‘
ion
: (hrs) N
UNIT-I 04 | R.S.Naagarazan
fluman Values: Morals, Values and professional ethics and
thics—Integrity—Work ethics-Service Human values edition I,
armng, Civic virtue, Respect for New Age International Pvt.
hers, Living Peagefully-Caring, Ltd., edition -1, Chapter-1
i anng, Honesty, Courage, Valuing
ime, Co-operations,Commitment,
«mpathy, Self confidence, Character 1'
£hd Spirituality. |
NIT-IT =85 | Joy Wingfield and David o
¥ YR H(OEH

b}

'Mﬂw“‘iﬁ Bag?tt Pharmacy etm%%ml baL
i/ | &nd decision ndfsiBinstitie o P naceutacalSctem
el Pharmaceutical press, {Autonojious)
Ed1t1onI Chaptetaf " Hagar U GUNTUR.

TS

#itroduction to professional
tthics, corruption and its
fieasures: Need of ethics in
Sharmacy, @hangmg times, RPSGB
B4 idance, ethical norms, ‘mbral

¢ tivism; facts and values; ethical .r

-

hicories and concepts. Corruption

FHINLIFHL

=IMmacy syllabus-2017 EAMCET batch i ol
i l'lapatha Nagar.w'&ﬂﬁfﬁzid




| Ombudsman, Comptroller and

public life, economic impact of
corruption, payments that equate
supply and demand; bribes as
incentive payments, bribes to reduce
costs, organized crime and
corruption. Anti-corruption
measures — Anti corruption Bureau
(ACB), Central Vigilance Commission
(CVC), Central Bureau of
Investigation (CBI), lokadalats,

auditor general (CAG) and
right to information.

[ UNIT-III 05 | 1.R.S.Naagarazan professional Iy
|| Moral concepts and reasoning in ethics and Human values
Pharmacy: Moral issues, rational edition I, New Age N I
|inquires, moral autonomy, moral International Pvt. Ltd., edition | {
reasoning and pharmacist, moral -1, Chapter-2. .
development theories, justice and 2.Joy Wingfield and David E
pm ’J atn Badcott, Pharmacy ethics and | §
human rights, trust and truthfulness dec‘isior; making, ' ;
and moral dilemmas Pharmaceutical press, Edition
= 1, Chapter-4.
UNIT-IV 05 | 1.Joy Wingfield and David ||
Professionalism and Industrial Badcott, Pharmacy ethics
ethics: Pharmacy and and decision making, |
professionalism, ethical basis in Pharmaceutical press, i
|| professionalism and accountability, Edition I, Chapter-4 |
industrial ethics, pharmacist in 2.R.S.Naagarazan
different clusters with different professional ethics and. it
ethical issues — ethical issues in Human values edition I, _
clinical pharmacy practice, New Age International Pvt.
community pharmacy and Ltd., edition -1, Chapter-2
manufacturing of pharmaceutical
products. i
UNIT-V - 06 | 1.Professional Pharmacy- -
Professional societies and various M.L.Schroff &
- Hid 2. Harikishan Singh:
Pharmaceutical Congress Assoclation, History of Pharmacy in

Indian Pharmaceutical Association,
Indian Hospital Pharmacists
Association, Indian Pharmacy Graduates
Association, Association of
Pharmaceutical Teachers of India, The
'All India Drug Control Officers
Confederation, Indian Society for
Technical Education, National

India and related aspects,
Volume-1, Il and III
Pharmacopoeias and
formularies, 18t Edition, !
Vallabh Prakashan, 2005

‘pharmaceutical associations: Indian
i
|
|

Pharmaceutical Pricing Authority and /=54 5 \
|| other allied professional (0 el V& ,g 8O0
: . e e =\ - 1~
societies/ assoc1at_10ns.l 3 ?‘{%"E‘.ﬂt:;f? : ER'NCWAL R
S Chalpath nstnte of Phanmatetical ciences
e _ ~ {Autonomous) o
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|| UNIT-V 05
Social Pharmacy and code of
Pharmaceutical ethics:

The Concept and context of social
pharmacy, principles of ethics,
Mrality, ethical codes,
Pharmaceutical Ethics in relation to
job, trade, profession and medical

| profession. Pharmacist Oath.

1.N.K.Jain, Forensic
Pharmacy, Eight edition,
2014, 484-492.
2.B.M.Mithal, A Text book
of Forensic Pharmacy, Valla
Prakasan, 10t edition,
Chapter-14

Further Readings:

Publ. and Distributors, New Delhi.
02. R.M.Metha, Dispensing pharmacy

Publ. and Distribution, New Delhi.

{Autonomous)

WArmacy syliabus-2017 EAMCET batch

01. NK Jain, Health Education and community Pharmacyby , CBS,

03. Pharmacoethics: A problem based approach by G.Vidya Sagar
04. Gupta AK, Health Education and Community Pharmacy, CBS,

PRE;-EIPAL

Chalapat Institute of Pharmaceutical Sciences
Chalapathi Nagar LAM, GUNTUR-@,

PRINCIPAL
ChalapathiInsttte of Phammaceiica Scle

(Autonomous)

Chalapathi Nagar, LAM, GUNTUR-.
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- CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

- Ni/IV B.PHARMACY FOR THE A(‘EKDE'MIC YEAR 2014-2015 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFTESKILLS . * No. of Hours : 30

OBJECTIVE : To create awareness of commu}ucatlon skills and‘ human ref' nement ideologies to a
student in the right perspectlve

The objective of the course is to |mpart the English language skills to communicate better and
create awareness in soft skills to meet the corporate chaIIe,r_i”ges. A handful of theoretical and practical
knowledge in all aspects of social etiquette,: planning strateéy and to speak and write confidently will
add value to the budding pharmacists.

COURSE QUTCOMES: On completion of the course, student will be able to

Effectively communicate through verbaf {oral communication and improve the hstenmg |
skills.

2 | Write precise briefs or reports and technical documents.

Actively participate in group discussion / meetings / interviews and prepare and deliver

1

3 .
presentations. )

4 Become more effective individual through goal / target, self motivation and practicing
creative thinking.
Function effectively in multidisciplinary and heterogenous teams through the knowledge of

team work, interpersonal relationships and leadership quality.
| 6 Effectively apply active listening skils.

1 | value of English - 3 hours

2 | Importance of Communication Skills 2 hours

3 | Qualities of a speaker / listener 2 hours

4 | How to speak without fear-Mock practice 10 hours

5 | Importance of soft skills 3 hours )

6 | Qualities / Duties of a student 2 hours

7 | Social Etiquette 2 hours
—8 Telephone Etiquette 2 hours

9 | Successful tips for exams . 2 hours
L 10 | Behavioural approach and attitude 2 hours

p—

Name of the Faculty [ C. Anthony Reddy, Asst. Professor in English
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oy

é e.ul)\""l PR!NCIF’AL

o\ s, Chalapath Istitute of Pharmaceutical Sciences
- (AutmcmOUS)

s Chalapathi Nagar LAM, GUNTUR-3¢

i



CHALAPATHI NAGAR, LAM, GUNTUR - 522034
I/IV B.PHARMACY FROM THE ACADEMIC YEAR 2015-2016 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS No. of Hours : 30

OBIECTIVE : To create awareness of communication skills and human refinement ideologies to a
student in the right perspective.

The objective of the course is to impart the English language skilis to communicate better and
Create awareness in soft skills to meet the corporate challenges. A handful of theoretica! and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write co'nfidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

| 1 Effectively communicate through verbal /oral communication and i improve the listening
skills.

2 | Write precise briefs or reports and technical documents. .
Actively participate in group discussion / meetings / interviews and prepare and deliver

B _presentations. ]

4 Become more effective individual through goal / target, self motivation and practicing
creative thinking.

5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of |

team work, interpersonal relationships and leadership quality.
6 | Effectively apply active listening skills.

1 | Value of English ) 2 hours

2 | Importance of Communication Skills 2 hours

3 | Qualities of a speaker / listener 2 hours

4 | How to speak without fear-Mock practice 10 hours

5 | Importance of soft skills 4 hours .

6 | Qualities / Duties of a student 2 hours

7 | Social Etiquette 2 hours

8 | Telephone Etiquette 2 hours

9 | Successful tips for exams 2 hours

10 | Behavioural approach and attitude 2 hours [

Name of the Faculty | | C. Anthony Reddy, Asst. Professor in English |

/atﬁ =N
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CHALAPATHI NAGAR, LAM, GUNTUR - 522034
N1/IV B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS

ARG
ﬁ*%; #‘?- CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES

No. of Hours : 30

OBJECTIVE : To enhance communication skills, value of group discussions and global exposure.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

skills.

Effectively communicate through verbal /oral communication and improve the listening

2 | Write precise briefs or reports and technical documents.

Actively participate in group discussion / meetings / interviews and prepare and deliver

team work, interpersonal relationships and leadership quality.

‘_ i presentations. -
4 Become more effective individual through goal / target, self motivation and practicing
| creative thinking.
5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of

—

6 | Effectively apply active listening skills.

1 Value of Enghsh and Communlcatlon SkI“S 2 hours

2 Qualities of a speaker / listener 2 hours

3 | Importance of Soft skills 2 hours
H_4 Importance of Viva voce skills 2 hours

5 Speaking / Writing tasks 6 hours

6 Human Refinement tips 2 hours

7 Mnemonics (memory tips) 2 hours

_8 Group discussions - 4 hours

9 Extempore practice 4 hours ‘

10 | Presentation skills | 4 hours I

Name of the Faculty } C. Anthony Reddy, Asst. Professor in English !
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& & ‘3' CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES

5 % (AUTONOMOUS)
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

IV/IV B.PHARMACY 8" SEMESTER
ENTREPRENEURSHIP SKILLS

Academic Year : 2019-2020 No. of Hours : 30
1. Being an Entrepreneur {2 hours)
2. Skills Required to become an entrepreneur (3 hours)
3. Entrepreneur vs Manager (2 hours)
4. Entrepreneurship skills in students (2 hours)
5. Key skills of an Entrepreneur (2 hours)
6. Five skills required for every Entrepreneur (2 hours)
7. Entrepreneur knowledge to start a business {2 hours)
8. Knowledge based innovation (2 hours)
9. Communication and soft skills in business successes (2 hours)
10. Career planning strategies (2 hours)
11.How to be a successful Entrepreneur (2 hours)
12. Marketing strategies and concepts (2 hours)
13.Procedure to establish a pharmacy (2 hours)
14.To establish drug testing laboratory (1 hour)
15.How to get approval for test licence (1 hour)
16. How to establish small scale fgrmulation unit {1 hour)
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23 (AUTONOMOUS)
DEPARTMENT OF PHARMACY PRACTICE

CERTIFICATE COURSE IN PHARMACOVIGILANCE — 50 Hrs

—

Scope of the course:

This course will help students acquire a basic understanding of the concepts and practices in the
field of Pharmacovigilance. This course isintended to sensitize students. and equip them with
knowledge on Pharmacovigilance practices worldwide and on the Indian scenario in detail. This
course is intended to enrich the knowledge of Pharmacovigilance among students. This course will
enable the students to better understand the requirements within the Pharmacovigilance industry
and government organization in India in the aspects of patient safety.

Objectives:

1. To provide the basic knowledge of pharmacovigilance.

2. To understand risk assessment and type of events being collected.

3. To become familiar in pharmacovigilance and risk management systems, risk management
plans, inspections.

4. To understand the utility of Argus software.

5. To understand pharmacovigilance inspections and audits quality assessment.

Programme outcomes:
1. To benefit the patient care and safety in relation to the use of medicines and their interventions.

2. Promote understanding, education and clinical training in pharmacovigilance and its effective
communication to the public and health care professionals,

3. Contribute to the assessment of risk, benefit and effectiveness medicines.

4. To detect problems related to the use of medicines and communicat‘e the findings in a timely
manner. |

5. Encourage the safe rational and more effective medicines to improve pub‘=11\c health.
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COURSE CONTENT

S. No _TOPIC  Hrs

Pharmacovigilance Basics

1. | 1.1 Introduction To Pharmacovigilance (History, Need and Scope) 3 hrs
1.2 Terminologies used in Pharmacovigilance
Fundamental Clinical Aspects of ADRs

2. | 2.1 Types and mechanisms of ADRs 3 hrs
2.2 Clinical management of ADRs.

Current pergpgctive of Pharmacovigilance

3. | 3.1 Pharmacovigilance Programme of India (PvPI) 1hr
' 3.2 Global scenario of Pharmacovigilance !
ICSR’s '
4.1 Guidelines for Detecting and Reporting ICSR's
4, | 4.2 Content, structure and validity of reports and reporting procedures 6 hrs
4.3 Case Assessment
4.4 Repots related to Vaccines herbals and specific situations
PV in Clinical Trials
5.1 Characteristics of Pharmacovigilance in Clinical Trials
5.2 Collection of Safety Data (Safety Plan, Complaint Plan)
5. | 5.3 Guidance and regulatory Framework 5 hrs
5.4 Risk Assessment and type of events being collected
5.5 Expedited Reporting
5.6 Role of DSMB _
Aggregate Reporting ) - T

6.1 Purpose and General Principles
6.2 Sources of Information

6. | 6.3 Types of aggregate reports across all phases of the product lifecycle 5 hrs
6.4 Line listings and/or Summary Tabulations

6.5 Format and contents of Aggregate reports, Template
6.6 Reporting Timelines

Regulations and Guidelines in PV

7.1 ICH guidelines for Pharmacovigilance

7.2 Mandatory tasks and procedures from-legislation at industry

Expedited reporting and post approval expedited reporting, Study reports,

Periodic Safety Update Reports (PSURs), Periodic Benefit Risk Evaluation
- Reports (PBRERs), Other documents: DSUR; RMP, REMS:; renewal 6h
" | dossiers; reports on request | s

7.3 Facilities at regulatory authorities

Pharmacovigilance system and SOPs, crisis management plan

7.4 Mandatory tasks and procedures from legislation at regulatory authorities

ADR collection and storing in an electronic database, signal detection and

management {ﬁ% | s 6
‘;::\M'“’"j‘“"j%} = S
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Signal Detection and Management
8.1 Definition of a signal; sources, potentials, detection by non-statistical
medical means

8. | 8.2 Disproportionality statistics for signal detection in spontaneous ISCR 3 hrs
| databases

8.3 Special issues in disproportionality approaches
8.4 Prioritization

| Benefit-Risk Assessment and Risk Management Planning

9.1 ‘Benefit-risk’: definitions, methodological approaches; disease as
criterion of benefit

9. | 9.2 Drug-related risks (ADRs): analyzing, weighting and combining their 3 hrs
components

9.3 Pharmacovigilance and Risk Management Systems, Risk Management
| Plans (RMPs), Inspections

| Pharmacovigilance Inspections and Audits, Quality Assessment

10.1 Purpose, frequency and actors

16.2 Indicators of capacity and performance of the pharmacbvigilance system
10. | 10.3 External Inspections by competitive authorities 3 hrs
10.4 Internal Audits in companies and regulatory authorities
10.5 Quality Assurance and benchmarking processes

10.6 Legislation and guidelines

| Tools used in Pharmacovigilance

1. 11.1 Argus tool and its utility

2 hrs

Drug Product Recalls and Field Alert Reports

12.1 Drug product recalls due to safety and efficacy reasons and other than
12. | safety and efficacy reasons. Shrs
12.2 Field alert reports.

12.3 Submission of field alert reports to drug regulatory agency

' Case Handling Activities

13.1 Causality assessment of adverse drug reactions
13. | 13.2 Case narratives 5 hrs
13.3 Signal detection and risk management
13.4 Argus software

Total Hours 50 hrs

REFERENCES:

1. World Health Organization, the Uppsala Centre for International Drug Monitoring. The

importance of pharmacovigilance: safety monitoring of medicinal products. Geneva: World Health
Organization; 2002,

2. The Uppsala Monitoring Centre. UMC Pharmacovigilance Training Course. AVaﬁlQE)le from:
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xﬂ*“”‘% CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES,
19 GUNTUR {AUTONOMOUS)

Department of Pharmaceutical Analysis

“SKILL DEVELOPMENT COURSE FOR III/TV B.PHARMACY AND
1’V PHARM.D PROGRAMME”

Academic year: 2019-2020

Topic: Synthesis, Characterization, estimation of drugs and biomolecules

Objective:

The course mainly aims at imparting additional skills to students in the area of pharmaceutical

organic chemistry and medicinal chemistry. The course mainly emphasizes on calibration of
basic analytical instruments, synthesis of organic compounds by parallel synthesizer, study of
physicochemical parameters, drafting and filing Indian patent, application procedure for license

for pharmacy and assay of drugs.
Date: 09-12-2020 to 12-12-2020
Duration: 30 hrs

Course outcomes:

Students can able to learn the calibration of basic analytical instruments.

Students shall get an appropriate knowledge on green synthesis of drug motecules.
Students can able to understand the concept analysis of medicinal compounds by TLC
and assay of drugs

Students shall get an appropriate knowledge on drafting and filing procedure for Indian
patent and application procedure for obtaining license for pharmacy.

Students shall get an adequate knowledge on HPTLC and resolve the problems during
research work time.

> Students can able to learn the determination of Pka value for drugs

VoYV
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'S, No. Course Content Faculty Duration |
(Hr)
01 1 Synthesis and characterization of | Mr. G. Naga Raju Y
benzimidazole derivatives usmg parallel
synthesizer
02 | Calibration of basic analytical instruments . Ms. P.Abhinandana 05
{(pH meter, analviical balance, UV-Visible
Spectrophotometer)
03 | Prof. K.N Rajini 04
Analysis of medicinal compounds by TLC
Kanth
04 | Assay of Glipizide tablets and assay of | Mr. SK. Munwar | 04
Amantadine HCH capsules |
05 Determination of Pka value for drugs Ms. A. Aneesha ' 04
06 Drafting and _ﬁling procedure for Indian | Mr. Y .Koushik | 05
patent and application procedure for
obtaining license for pharmacy
07 | Theory, principle, applications of HPTLC | Mr. P.Prachet T 04

Note: Examination will be conducted after completion of the course and students who
secured more than 40% marks will be awarded with participation certificates)
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_ DEPARTMENT OF PHARMACOLOGY
SYLLABUS FOR SKILL DEVELOPMENT COURSE ON

DRUGS”

Department : Pharmacology _
Participants : IV/IV B.Pharmacy and ITI/VI Pharm D students
Duration : 30 Hrs

.“REéENT TRENDS IN EXPERIMENTAL PHARMACOLOGY AND ANALYSIS OF HERBAL

COURSE OUTCOMES
To demonstrate the significance of CPCSEA guidelines and to demonstrate various
| routes of drug administration and blood collection techniques for laboratory animals

CO-1

CO-2 To summarize screening models for Psychotropic/neurotropic, learning ‘?.nd emory
| activities.
- CO-3 To interpret various preclinical models for drugs acting on CVS and PNS
CO-4 | To compile analysis of herbal drugs, DNA barcoding.

. CPCSEA Guidelines 4 hrs
Goal and Objectives, Composition, activities, IAEC — Functioning, Requirements for animal
house, Maintenance of Records. -

. Laboratory Animals 4 hrs
Identification of animal species, sex, strain and breedmg Handling of animals, routes of
administration, dosing and blood collection techniques.

. Animal House F aéility : 3 hrs
- Environment, Physical Facilities, Animal procurement, Quarantine, Stabilization, Separation,
Breeding, Housing, Maintenance of Laboratory animals, Surveillance, Diagnosis, Treatment and
control of disease, Personal Hygiene.

. P'Sychotrqp'ic .ar_.ld necurotropic ﬁctivify:- 4 hrs
Anti-epileptic activity (electroconvulsiometer), anti-aggressive activity (agressometer), behavior

(Locomotor activity —actophotometer, hole board test), anxiolytic activity (elevated plus maze,
open field test), antipsychotic activity (CAR).

. Nootropic or learning and memory activity: . 5 hrs
Spatial long term memory (Elevated Plus Maze), Working memory ( 8§ Arm Radial Maze), Spatial

working memory (Y Maze, Rectangular Maze), Learning? memory & reasoning (Hebbs William
Maze & Labyrnth Maze).

. Cardiovascular aétivity: 5 hrs
~ Anti- hypertensive activity by non-invasive blood préssure measurement technique

[NIBP |/ Invasive blood pressure measurement (2-channel physiograph), anti- hyjper
lipidemic activity (hwh fat diet induced/streptozotocin).

. Analgesw activity (Eddy’s hot plate/ tail-flick analgeswmetei’) / anti-inflammatory activity (digital
plethysmometer) / Anti-diabetic activity (alloxan/streptozotocin)/ Diuretic activity 3 hrs

. ‘Analysis of Herbal drugs and DNA bar coding of Herbs h 2 hrs
‘ Lap

_ fical Scienses
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SKILL ORIENTED CERTIFICATE PROGRAM (Non-Credit) ON
ADVANCES IN FORMULATION AND EVALUATION OF NOVEL DRUG DELIVERY SYSTEMS

Scope:A short-term skill-oriented certificate program on Advances in Formulation and

Evaluation of Novel Drug Delivery System shall provide practical training in the formulation and

evaluation of drug delivery systems for IV/IV B Pharmacy and 1lI/V] Pharm.D students. The

objective is to impart skill to develop drug delivery systems and to meet the demand in

academic and industrial environment. o

Duration: 30 hours

Obje;tives DA L -
SRS Yt K s:-'t::md the fandamentals of novel drug delivery systems (N DDS).
e . Jo [mparfjp'factlcal gralnlng on formulation aspect various categories of NDDS
e To study the or%l site specuflc and targeted drug delivery systems
L)
@
*

To familiarize the use of various equ1p,ment in the design and evaluation of NDDS
To evaluate the importance of various drug delivery systems
To interpret how the NDDS will affect therapeutic benefit to patient with change in drug
release characteristics.
Program out comes: By the end of this skill development program, students get expertise in
the following aspects
A. Understand the fundamentals of novel drug delivery system.

B. Apply the design principtes and development methodologies to fabricate NDDS
C. Experienced in the care and practices during the evaluation of NDDS.
D. Observe the process variables and their impact on product quality.
E. Enlighten the role of evaluation tests to ensure the product quality and performance.
F. Acquire the ability to handle various equipment and instruments.
S.No Course Content Duration
- - (30 hr)
' Module-1 | Oral Controlled release systems |
A Formulation and Evaluation of sustained release (SR) matrix tablets 2
| B. Formulation and Evaluation of microcapsules by ionic gelation technique
C. Formulation and Evaluation of microspheres made by solvent evaporation
technigue
D. Formulation and Evaluation of sustained release pellets 5
E. | Formulation of extended release pellets by fluid bed coater 3
Module 2 Site specific drug delivery systems )
.k Formulatlon and Evaluation of floating tablets - 2
' G Formulatlon and Evaluation of Transdermal patches 2
| Module-3 Targeted drug delivery systems (Parenteral)
! H. Formulation and evaluation of niosomes made by thin- fllm Im hydration technique. 2

@t
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| Module-4 | Liquid and Topical or in-situ systems | -

i l. Formulation and evaluation of in-situ gels or hydrogels o | 2
. ' L Formulation and evaluation of micro-emulsions : 2
|| Module-5 | Colloidal Systems 1

k Aerosol Formulation Development | 3
L Aerosaol Filling Process . 2

5
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Skill oriented program
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR

ADVANCES IN MANUFACTURING AND QUALITY CONTROL TECHNIQUES OF ORAL SOLIDS |

Scope:

A short-term skill-oriented certificate program on Advances in oral solids manufacturing and
Quality Control Techniques shall provide practical training in formulation and evaluation of orai
solid dosage forms for 1ll/IV B. Pharmacy students. The objective is to impart competency in
students for bridging the gap between academic and industrial environment.

Module:

» Demonstration and handling of various equipment and instrument.

» Formuiation of oral solid dosage forms

e Evaluation of oral solid dosage forms.
Duration 30 hours

+SulNg, e outse Content = v 57 = 7 T [EBTdActie: | Duration 30 (Hrs):
1. Formulation and Evaluatlon of Tablets (Conventlonal | Theory | 6 hrs
| and Novel) Practical o
2. | Tablet coating methodology using R & D coater (Film "Theory | 4 hrs
| Coating and Sugar Coating) Practical |
3. in process quality control tests for tablets and Theory 2 hrs
capsules ) Practical i
4. Fluidized bed coating by using Fluidized Bed Theory 4 hrs
Processor | Practical |
5. Palletization and Granulation by using Kalweka ail— Theory 2 hrs
purpose equipment LT R i
6. Drying of materials using Spray drier 2 hrs
| (I Disgelution rate test:ng of pharmaceutical dosage
n'l. . _i.} - "‘;.‘. ?Orms n -ap “ ﬁ}»
1; risgnic b e If)|§so!ut|0n testmg methodology— Compendial
/. riethads. Theory
+ Dissolution data handling, Kinetics and Ghrs
Modelling.
PCP Disso software: Dissolution data handling and . . !
. . . . P [ -
- 8 kinetics- Graphs and interpretation. ractica E:;_
[n Vitro refease testing and flux determination of Theory ér.e.,;; £
9. pharmaceutical dosage forms (cintments, Gels, 4 hrs TR
Transdermal Patches) Practical I

\\“‘ 2
IPA
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Program out comes:
By the end of this skill development program, students will be expertise in the following

1. Understand the concepts and principles involved in the manufacturing of oral solids.

2. Identify the various unit operations involved in the manufacturing of oral solids.

3. Enlighten the role of quality control tests to ensure the product guality and
performance. N

4. Acquire the ability to handle various equipment and instruments.

S. Gain the knowing about process variables and their impact on the product quality.

Training on following list of equipment:

S. No } - Equipment Name |
1. 16 station Rotary Compression Machine
2. Fluidized Bed Processor {FBP) |
| 3. | Spraydrier
| 4 R and D Coater
[ 5. Planetary Mixer
| 6. 48 plate- Tray drier |
2 Kalweka wet granulator o
] 8. Kalweka pelletizer __1J
9. Double cone blender
10. Disintegration test apparatus -
. 11. | Tablet friability tester
' 12 USP Dissolution rate test apparatus .
| 13. | Automatic tablet hardness tester
14. 8 stage diffusion cell apparatus B B

l\%%%‘%ﬁ‘;f | ‘glg\ﬁva\
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Pharmaceutical Optimization and Quality by Design (QbD) in Pharmaceutical Development

Scope: A shore term skill-oriented certificate program o “Pharmaceutical optimization and
guality by design (QbD) in product development” shall provide hands on experience to the
students of I/l Pharmacy 2,4 semester Pharmaceutics on fundamentals of optimization process
and applying QbD approach for drug product development. The objective of this program is to
render students proficient and make their career lucrative in formulative research and
development.
Duration: 30 Hours
Objectives:

To recall the concept and technigues of pharmaceutical optimization and Quality by
design.
To illustrate and classify methods and approaches of design of experiments and QbD

To choose and apply suitable Dok to develop any product with high quality.
To analyze and infer the results of experimentation using design expert software.
To lustify the optimized formula with aid of statistical tools.
To validate and maximize the results for scale up of desired formula as per DoE.

Chlapath nt ?A :, e,

S.No | Course Content Duration (3CHrs)
1. Pharmaceutical optimization: Need and scope, basic 1hr
terminology, and approaches. B
2. Statistics: Mean, Median, Mode, Standard deviation. 1hr
Population Vs Sample
3. Statistics: Normal distribution, Confidence interval and 1hr
| estimates. |
4. Testing of Hypothesis: Student t test. Its understanding and 1hr
exercises. B B
5. Discussion on optimization: Methods from research 1 hrs
| publications. B
6. ANQVA: Understanding and calcuiation. 2 hrs
7. | Factorial Designs: Introduction and types 1 hrs
8. Rationality of Factorial design: Quadratic eguations 1 hrs
9 Design Expert: Introduction to software and its use | 2hrs
10.  Working Exercises 1 and 2: Factorial designs using design 3 hrs
| Expert. -
| 11. | Quality by Design: Introduction and scope 4 hrs
12. | QbD tools and approaches 2 hrs
13. | Case Studies 1: oral dosage form 3 hrs |
14. | Case Studies 2: Liguid dosage form 3 hrs
15. | Case studies 3: Parenteral dosage form 3 hrs
’i-_.'gi!ﬁ‘_-ﬁg?;;r)
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| Assessment Test , 1hr
Program out comes:
By the end of this skill development program, students will be expertise in the following
1. Understand the concepts of optimization. ,
Identify the various critical process parameters which will affect the quality of product.
Apply Factorial design for formulation optimization.
Explain QbD tools and approaches.
Develop QbD protocol for dosage form development.

W)%% 29>
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PRADHAN MANTRI BHARATIYA JANAUSHADI KENDRA {PMBJAK)

COMMUNITY PHARMACY-ENTREPRENEURSHIP SKILL DEVELOPMENT PROGRAMME - 30 hrs

Scope: A short term skill oriented certificate programme on Community pharmacy-
Entrepreneurship skills shall provide practical training on establishment of community
pharmacy / Pradhan Mantri Bharatiy Janaushadhi Kendra, health screening, first aid,

dispensing, inventory control, drug administration and patient counseling.

Objective: To improve entrepreneur skills of the students interested in establishing
community pharmacy by training them in various activities which are required for the smooth

running of community pharmacy/ Pradhan Mantri Bharatiy Janaushadhi Kendra.
Programme outcomes:

1. Understanding the process of establishment of community pharmacy and Pradhan Mantri

Bharatiy Janaushadhi Kendra.

2. Acquiring the skills required to become an eminent community pharmacist having good

understanding about inventory control, patient counseling, dispensing and first aid services.

3. To survey the health status of patients in the community by participating on health

screening services and to build the ability to manage minor ailments.

4. To improve the professional skills about health, balance diet, family planning, health

promotion and prevention of communicable diseases in community.

5. To learn to utilize the computer applications and their advantages in community

pharmacy. Pl
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Theory/

Practical HOURS

S.NO TOPIC

Documents and process for the establishment of community
1. | pharmacy/Pradhan Mantri Bharatiy Janaushadi Kendra: Theory 3hrs
‘Need of generic medication and their importance.

Health promotion ad Health screening services: Theory

2. | Blood pressure monitoring, BMI monitoring, _ 3hrs
Blood sugar monitoring, Blood group Determination Practical
Medication adherence : ‘ Theory

3. | Medication non adherence and tools to improve medication > 3hrs

- Practical
adherence
First aid services: Theory

4. | First aid for leg fracture, First aid for nosebleed, First aid for 3hrs
burns, First aid for simple Bleeding Practical
Inventory control: _ Theory

5. | Steps for inventory control, Inventory control methods and drug 3hrs
Procurement Practical
Dispensing of drugs: Theory

6. | Guidelines for dispensing OTC Medication, Prescription 2hrs
medication, Narcotic medication. Practical
Responding to symptoms of minor ajlments: | Theory

7. | Pain, fever, dyspepsia, diarthea, vomiting, Constipation, and ) 3hrs
ophthalmic symptoms. Practical
Specialized drug administration procedures: Theory

8. | Ear drops, Eye drops, Nasal drops, Inhalers, Trans-dermal 3hrs
patches and Suppositories. Practical
Patient counseling and communication skills Theory

9. |required for patient counseling, Preparation of Patient Information 3hrs
Leaflets, Prescription Analysis Practical

Drug Information Services:
Drug information resources, approach for answering drug
10. |. . o . . .
information query, Critical evaluation of drug information and
literature, Preparation of written and verbal reports.

Theory 4hrs

Total hours 30 hrs

o @,’1
':!:" “‘gﬂ\ﬁ‘t
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DEPARTMENT OF PHARMACEUTICAL ANALYSIS

7
SKILL ORIENTED CERTIFICATE PROGRAMME ON { APHE& *'QZ ‘D

“INSTRUMENTATION, TROUBLE SHOOTING GF ANALYTICAL EQUIPMENT 4N
SPECTRAL INTERPRETATION OF ORGANIC COMPO, DS,

H

Scope: A short term skill oriented certificate program on “Instrumentation, Trouble shooting of
Anelytical Equipment and Spectral Interpretation of Organic Compounds” shall provide knowledge on
instrumentation of analytical equipment, trouble shooting and interpretation. The objective of this program
is to give more knowledge by making the students interactive which can lead to a successful career in

pharmaceutical industrial.

Date: 05/07/2019 to 09/07/2019
Duration: 30 Hrs

Objectives:

# To recall the concepts of analytical techniques.
» To make the students gain knowledge briefly about the analytical instrumentation.
> To provide knowledge on trouble shooting.

» To malke the students understand the concept of interpretation.

Course outcomes:

> Students can be able to learn the analytical knowledge on various analytical instruments and apply
the new methods for drugs quantification.

»  Students can be understanding the concept of interpretation and determine the structure of
compound.

> Students can be able to learn the calibration analytical instruments and its importance in drugs
quantification.

»  Students shall get an adequate knowledge on trouble shooting of HPLC and resolve the problems her
research work time.

# Students shall get an appropriate knowledge on analytical method development and validation

L

concepts and apply the her own research work.

‘_S.N ' Time * Faculty ‘
Date Topic Names _

l— 0 Duration Name |

1 05/07/19 | UV Visible spectrophotometer 5 hrs K.Swathi | /2

| | (a) Principle and @Q{Pﬁ’

‘ S R instrumentation of UV PRINCIRAL

' = Different hurdles related Chaapath!!nctuueo Prafmaceutical Scienchs
[ to UV | m.tonomlcus)
. Lhalapath Nagar LARM, GUNTUR-




] (b} Trouble shooting methods |
High performance liquid :
chromatography
{a ) Principle and
instrumentation of HPLC
(b) Different hurdles related
to HPLC
{c) Trouble shooting methods |
Structure elucidation using
different spectras
{a) Index of hydrogen
deficiency
(b} Rule 13 Deriving
molecular formula from
mass number |
{c) Molecular structure using
{ different spectrums I
Calibration of analytical
instruments
{(a) Importance of calibration
and preparation of SOP
(b} Calibration of UV, IR,
HPLC, DSC
| {c) Calibration of analytical
‘balance, flame
photometer, KF Titrator,
1 fluorimeter
| Design and development of
analytical methods and validation
{a) Analytical method
development and
introduction to ICH
guidelines
{b) Analytical method |
validation
Design and development of
analytical methods and validation
{a) Analytical method
development and
introduction to FDA

05/07/19
&
06/07/19

5 hrs P.Abhinandana

5 hrs G.Naga

06/07/2019 | malleswari

08/07/19 5 hrs P. Prachet

08/07/19
&
09/07/19

A.Elphine

> firs prabahar

09/07/19 5 hrs V.Divya

guidelines
{b) Development Of

Tty
- 4 ..._!h{o

5
?;-(: " ||'.:|. -%

{Assessment test on skill development course will be&t&;ﬁé}éd on 09/07/2019 between 04.00 PM to
o

05.00 PM ) B CiPAL
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DEPARTMENT OF PHARMACEUTICAL ANALYSIS
© SKILL ORIENTED CERTIFICATE PROGRAMME ON

INTELLECTUAL PROPERTY RIGHTS AND PATENT DRAFTING,
FILING & PROCESSING

OBJECTIVES:
» The main objective of the IPR course is to make the students aware of their rights for protection of
their invention done in their research work.
o To get IPR registration in our country and foreign states of their own invention, design and thesis or
theory written by the students during their project work and for this they must have knowledge of

patents, copy right, trademark, design and information technology regulations.

COURSE OUTCOMES:
1. Students can able to apply for Intellectual Property (IP) law principles to real problems and analyse

the social impact of IPR policy.

2. Students shall get an adequate knowledge on patent drafting and filing for their own innovative

research work.

3. Students are able to analyse ethical and professional issues which arise in the IP law context.

4. Pave the way for the students to catch up IP as a career option.

Date: 05/07/19 — 09/07/19
Duration: 30 hrs

i § =
. Time
S.No Date Topic Names Duration Faculty Name
' Introduction to IPR |
» Patent
o Trademark
1 05/07/19 s Copyright 7 hrs Mr. Y. Koushik
¢ Industrial Designs |
¢ Geographical Indications
2 06/07/19 Current IP practices in I 4 hrs ‘Mr. Y. Koushik 3\6
O
== = i é’I\Isﬂ nomuunl rﬁIPAL
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-y (Autonomous)
SR Chalapathi Nagar LAM, GUNTUR-z,




. Time
S.No Date Topic Names Duration Faculty Name
Prior art Search
* ipindia.nic.in L ksh
DR. N. Lakshmi
3 06/07/19 s uspto 4 hrs Prasanthi
*  Wwipo
4 08/07/19 Documentation 7 hrs Mr. Y. Koushik
o . DR. N. Lakshmi
5 08/07/19 Establishing patentability 5 hrs Prasanthi
6 08/07/19 Claims drqﬁmg and 3 hrs DR. N. L_akshm1
Interpretation Prasanthi

SRINCIPAL

Chalapatht Institute of Pharmaceutical Seiences

{Autonom ous)

Chalapathi Nagar LAM, GUNTUR~34
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IV/IV B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS
TITLE : INTERVIEW COMPETENCE AND GROUP DISCUSSIONS No. of Hours : 30

OBIJECTIVE : To create awareness of interview skills and group discussion and aid them to face the
challenging corporate world.

The objective of the course is to develop the students as effective communicators and to face
the corporate challenges confidently such as JAM session, interviews and group discussion. The content
will prepare the student to gain entrepreneurial and leadership traits and emerge as a daring, dashing
and dynamic personality in all walks of their career.

COURSE OUTCOMES: On completion of the course, student will be able to

| Understanding the purpose of professional interviews.

 dentify the different types of professional interviews.

1
2
3 | Obtain important tips on preparing for the professional interview.
4

Articulate the importance of self presentation.

| S.No. Contents EPresgfibzed
. _hours
1 Importance of Communication Skills 2 hours
B 2 |'Importance of Soft Skills : 2 hours
3 Social Etiquette 2 hours '
4 “Telephone Etiquette 2 hours N
5 | Basics of JAM Skills 2 hours
) Basics of Interview Skills 2 hours
7 "How to face an interview board 2 hours
8 Ten worst interview blunders 2 hours
9 Ln:gr::::’vv ::-(_ci,”s Mock practice — Questions 10 hours
B 10 | Importance of Group discussion 2 hours
11 Resume preparation 1 hour
i 12 | Key to success in life ) 1 hour

Name of the Faculty | C. Anthony Reddy, Asst. Professor in English J

7 ..,j;‘\
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SKILL ORIENTED CERTIFICATE PROGRAMME ON
READING AND UNDERSTANDING A PRIMARY RESEARCH PAPER

Objectives:
1. To guide research process with necessary knowledge and skills to

undertake a piece of research work in the area of life sciences,

2. To train the students various methods, tools and techniques of
conducting research by explaining them the methodology of various
research study designs.

3. To enable Students, in developing appropriate methodology for their
research studies.

4. To improve skills of critical evaluation of biomedical literature.

Programme Outcomes
1. Understanding the methods of research.

2. Acquiring knowledge on basic aspects of reading, understanding and
analyzing a research paper.
3. Obtaining skills to understand presence of bias in research studies

and overcoming bias.

Course content:

S.NO | TOPIC | HOURS
1. Framing a research question ' 2 hrs o
2. Observational and experimental research 2 hrs
3. Bias and confounding in biomedical research 2 hrs
Types of errors in observational research
4 Critical evaluation of a cohort study ' 3 hrs
5. | Critical evaluation of a case control study 3 hrs
6. Critical evaluation of a cross sectional study 3 hrs ]
7 Critical evaluation of a RCT 3 hrs
8. | Critical evaluation of systemic reviews 3 hrs |
9. Critical evaluation of meta analysis - 3 hrs
10. | Writing literature Review and bibliography 1 3 hrs
11, Determmmg the quality of research study | 3 hrs =7
! Total hours _ 30 hrs
Students who scored 50% or m /qm{the assessment test will be awarded |

| with certificate, G0 o "
{ [recezeg ¥ ! W’ ‘g‘Y&‘W\
N )
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034
(Autonomous); NAAC- A Grade and NBA Accredited Institute
Recognized by UGC 2f and 12 (B) and DSIR for Scientific and Industrial Research

DEPARTMENT OF PHARMACY PRACTICE

PROGRAMME SCHEDULE

'S.NO| Date ' TOPIC |  FACULTY HOURS |

1. 21-01-2021 | Framing a research question N.V. Rama Rao 2 hrs

Observational and experimental

|2, 21-01-2021
research

N.V. Rama Rao 2 hrs

Bias and confounding in
biomedical research '
8. 21-01-2021 Types of errors in observational T Sreenu 2 hrs

research

Critical evaluation of a cohort

4. A1 i D .
: 21-01-2021 study T. Jai Divya 3 hrs
itical ti f | LV
5. 29-01-2021 Critical evaluation of a case | J. Venkateswara 3 hrs |

control study Rao ‘
6. 29:01-2021 Cr1t1'ca1 evaluation of a cross | K. Sandeep 3 hrs

sectional study |
7. 22-01-2021 | Critical evaluation of a RCT P. Prachet 3 hrs

Critical evaluation of systemic

8. 23-01-2021 .
reviews

G. Siva Bharath 3 hrs

Critical evaluation of meta

9. [23-01-2021 . G. Siva Bharath 3 hrs
analysis

Writing literature Review and

D. Eswar Tony | 3 hrs

10. 23-01-
23012020 ography |
11, ‘ 23-01-2021 Determmmg the quality of J. Venkateswara 3 hrs
research study Rao
e R N
12. ’ TOTAL 30 hrs
. R e )
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BP 305 T

11/1V B.PHARMACY - 3R° SEMESTER
BP30ST-PROFESSIONAL ETHICS AND HUMAN VALUES
- (THEORY]} (30 HOURS)

Scope of the Subject :

1.To bring awareness among pharmacy graduates on ethics and human values.
2. to understand and ethical theories and their application to work ethics.
3. To know various codes of ethics used by professional bodies.
4, To understand the concepts of corruption and its measures.

"5, To learn about professional responsibility as a pharmacist.

Outcomes of the subject :
The student will be able to :

a) Develop awareness on ethics and human values
b} Become morally and socially responsible.

¢) Motivate others on moral values.
-Course Qutcome :

[C305.1 | To remember and recall the human values and professional
!_ ethics.
C305.2 | To outline the ethical norms, anti corruption measures and
| central vigilance bodies.
| C305.3 To apply moral concepts and reasoning in pharmacy.
1 C305.4 To discover ethical issues in clinical pharmacy practice and
i manufacturing of pharmaceutical products.
1 C305.5 To appraise professional societies and various pharmaceutical
7 associations.
:C305.6 To adapt social pharmacy and code of pharmaceutical ethics.
Course Content:
3 TOPIC Durat- References
5 ion
: (hrs) o
T-1 04 | R.S.Naagarazan
fuman Values: Morals, Values and professional ethics and
thics-Integrity-Work ethics-Service Human values edition I,
arning, Civic virtue; Respect for New Age International Pvt.
thers, Living Peﬁf%ﬂly—Caring, Ltd., edition -1, Chapter-1
haring, Honesty, Courage, Valuing
me, Co-operations,Commitment,
mpathy, Self confidence, Character
1d Spirituality.
T-II ' 05 | Joy Wingfield and David

itroduction to professional
thics, corruption and its
easures: Need of ethics in
larmacy, changing times, RPSGB
tidance, ethical norms, moral

lativism, facts and values; ethical (&,
itories and concepts. Corruption il

macy syllabus-2017 EAMCET batch

Badcott, Pharmacy ethics
and decision making,
Pharmaceutical press,
Edition I, Chapter-1.
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|

public life, economic impact of
corruption, payments that equate
supply and demand; bribes as
incentive payments, bribes to reduce
costs, organized crime and
corruption. Anti-corruption
measures — Anti corruption Bureau
(ACB), Central Vigilance Commission
(CVC), Central Bureau of
Investigation (CBI), lokadalats,
Ombudsman, Comptroller and
auditor general (CAG) and

e — e

right to information. B
UNIT-III 05 1.R.S.Naagarazan professional-
Moral concepts and reasoning in ethics and Human values
| Pharmacy: Moral issues, rational edition I, New Age N
inquires, moral autonomy, moral I?teéjll;zufialz Pvt. Ltd., edition
. . -1, er-
geasomng and pha.rma.clst,. moral 2.Joy len oficld and David
evelopment theories, justice and .
(1 .ohts. trust and truthful Bad:cott, Pharmacy ethics and
|| human rights, Tust an thfulness decision making,
and moral dilemmas Pharmaceutical press, Edition
{ 1, Chapter-4.
UNIT-1V 05 | l.Joy Wingfield and David
Professionalism and Industrial Badcott, Pharmacy ethics
ethics: Pharmacy and and decision making,
professionalism, ethical basis in Pharmaceutical press,
professionalism and accountability, Edition 1, Chapter-4
industrial ethics, pharmacist in 2.R.S.Naagarazan '
different clusters with different professional ethics and
ethical issues — ethical issues in Human values edition 1,
clinical pharmacy practice, | New Age International Pvt.
community pharmacy and | Ltd., edition -1, Chapter-2
I manufacturing of pharmaceutical | 7
products.
UNIT-V 06 | 1.Professional Pharmacy-
Professional societies and various M.L.Schroff -
pharmaceutit;altlcassociatil;»ns: Indian 9. Harikishan Singh: 3
Pharmaceutic ongress Association, T , P
Ind%an Pharmaceutical Association, iﬂ;}gr&iﬁ‘ fngglia:g pl :;:ts, .
Indian Hospital Pharmacists Volume-1. I and III
Association, Indian Pharmacy Graduates otume-, 11 an :
Association, Association of Pharmacopoeias af}‘? 3
Pharmaceutical Teachers of India, The formularies, 15t Edition, -
All India Drug Control Officers Vallabh Prakashan, 2005 1
Confederation, Indian Society for o
Technical Education, National 2
Pharmaceutical Pricing Authority and \@x 0&*"\:/ \
other allied professional - ‘g‘\ 4 1&903‘ 3
societies/associations. PRlNC'.IPAL o
Chalapathitnstitte of Phamacentical Sciences
{Autonomous) .
C 2 T b # ;
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05 | 1.N.K.Jain, Forensic |
Pharmacy, Eight edition,
2014, 484-492.

| UNIT-V

|l Social Pharmacy and code of
Pharmaceutical ethics:

The Concept and context of social
pharmacy, principles of ethics,
Mrality, ethical codes,
Pharmaceutical Ethics in relation to
job, trade, profession and medical
nrofession. Pharmacist Oath.

Further Readings:
0l1. NK Jain, Health Education and community Pharmacyby , CBS,

2.B.M.Mithal, A Text book
of Forensic Pharmacy, Valla
Prakasan, 10t edition,
Chapter-14

e L Y

3 Publ. and Distributors, New Delhi.
1l 02. R.M.Metha, Dispensing pharmacy :
e 03. Pharmacoethics: A problem based approach by G.Vidya Sagar f'i_j
\ 04. Gupta AK, Health Education and Community Pharmacy, CBS ?J‘;
";l Publ. and Distribution, New Delhi. '| fl
\aﬂ =\ 5'
PRlNCIP i
ChalapathiInsttute o Pharmaceu\ma | Scietg

{Autonomous,
Chalapathi Nagar, LAM, GUNTUR- .
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Sela% CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES

TITLE : COMMUNICATION SKILLS AND SOFTQSKILLS

CHALAPATHI NAGAR, LAM, GUNTUR - 522034
~ II/IV B.PHARMACY FOR THE AéiDEMIC YEAR 2014-2015 ONWARDS

3

No. of Hours : 30

OBIJECTIVE : To create awareness of commuhlcatlon skills ané‘ human refinement ideologies to a
student in the right perspectwe

The objective of the course is to lmpart the English language skills to communicate better and

create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette,:planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

| 1

Effectively communicate through verbal /oral communication and improve the listening

skills.
2 | Write precise briefs or reports and technical documents.
3 | Actively participate in group discussion / meetings / interviews and prepare and deliver
presentations.
| 4 Become more effective individual through goal / target, self motivation and practicing
| creative thinking.
5 Function effectively in multidiscip!ingry and heterogenous teams through the knowledge of
team work, interpersonal relationships and leadership quality.
6 | Effectively apply active listening skiils.

t‘:orttents

Prescribed -

Value of Engllsh

Importance of Communication Skills

2 hours

Qualities of a speaker / listener

2 hours

How to speak without fear-Mock practice

10 hours

Importance of soft skills

3 hours

Qualitles / Duties of a student

2 hours |

Social Etiquette

2 hours

Telephone Etiquette

2 hours

1
2
3
4
5
6
7
8
9

Successful tips for exams

2 hours

10 | Behavioural approach and attitude

2 hours

Wame of the Faculty J ,L&thony Reddy, Asst. Professor in English ‘

Vmﬁ)
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CIPAL

Chalapathi Institute of Pharmaceutical Seiences
{Autonomous)
Chalapathi Nagar LAM, GUNTUR-34



&‘“% CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
% | CHALAPATHI NAGAR, LAM, GUNTUR - 522034

I/IV B.PHARMACY FROM THE ACADEMIC YEAR 2015-2016 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS

No. of Hours : 30

OBIECTIVE : To create awareness of communication skills and human refinement ideologies to a

student in the right perspective.

The objective of the course is to impart the English language skills to communicate better and

create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will

add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

skills.

Effectively communicate through verbal /oral communication and improve the listening

2 | Write precise briefs or reports and technical documents. .

Actively participate in group discussion / meetings / interviews and prepare and deliver

3 presentations.

4 Become more effective individual through goal / target, self motivation and practicing
creative thinking. .

c Function effectively in multidisciplinary and heterogenous teams through the knowledge of

team work, interpersonal relationships and leadership quality.

6 | Effectively apply active listening skiils.

, S_Nn S ‘.-. | .; . o . Contents | = Presc“b‘?'d
1 Value of Engllsh 2 hours
2 Importance of Communication Skills 2 hours
3 | Qualities of a speaker / listener 2 hours
4 | How to speak without fear-Mock practice 10 hours
5 | Importance of soft skills 4 hours
6 | Qualities / Duties of a student 2 hours
7 | Social Etiquette 2 hours
8 | Telephone Etiguette 2 hours
8 | Successful tips for exams 2 hours

10 | Behavioural approach and attitude 2 hours

&

Name of the Faculty

nthony Reddy, Asst. Professor in English .|

PRINCIPAL

Chalapathi Institute of Pharmaceutical Sciences
(Autonomous)
Chalapathi Nagar LAM, GUNTUR-34



CHALAPATHI NAGAR, LAM, GUNTUR - 522034
111/1v B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS No. of Hours : 30

OBIECTIVE : To enhance communication skills, value of group discussions and global exposure.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

1 Effectivelgcommunicate thraugh verbal /oral communication and improve the listening
skills.

2 | Write precise briefs or reports and technical documents.

3 Actively participate in group discussion / meetings / interviews and prepare and deliver
presentations.

A Become more effective individual through goal / target, self motivation and practicing
creative thinking. B

5 | Function effectively in multidisciplinary and heterogenous teams through the knowledge of

| team work, interpersonal relationships and leadership quality. ——
6 | Effectively apply active listening skills.

- —
I e
1 Value of Engllsh and Communication Skllls 2 hours
2| Qualmes of a speaker / listener 2 hours
—3 1! Importance of Soft skills R 2 hours
4 | Importance of Viva voce skills | 2 hours
5 | Speaking / Writing tasks 6 hours
6 | Human Refinement tips - - 2 hc_:urs
7 | Mnemonics {memory tips) 2 hours
8 | Group discussions - _—4hours
9 Extempore practice 4 hours
10 | Presentation s_kills 4 hours

| Name of the Faculty C Anthony Reddy, Asst. Professor in English

i-°!' "”"?4,«
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3 THEE (AUTONOMOUS)

DEPARTMENT OF PHARMACY PRACTICE

CERTIFICATE COURSE IN PHARMACOVIGILANCE — 50 Hrs

p——

Scope of the course:

This course will help students acquire a basic understanding of the concepts and practices in the
field of Pharmacovigilance. This course isintended to sensitize students and equip them with
knowledge on Pharmacovigilance practices worldwide and on the Indian scenario in detail. This
course is intended to enrich the knowledge of Pharmacovigilance among students. This course will
enable the students to better understand the requirements within the Pharmacovigilance industry
-and government organization in India in the aspects of patient safety.

Objectives:

1. To provide the basic knowledge of pharmacovigilance.

2. To understand risk assessment and type of events being collected.

3. To become familiar in pharmacovigilance and risk management systems, risk management
plans, inspections.

4. To understand the utility of Argus software,

3. To understand pharmacovigilance inspections and audits quality assessment.

Programme outcomes:

1. To benefit the patient care and safety in relation to the use of medicines and their interventions.

2. Promote understanding, education and clinical training in pharmacovigilance and its effective
communication to the public and health care professionals.

3. Contribute to the assessment of risk, benefit and effectiveness medicines.

4. To detect problems related to the use of medicines and communicate the findings in a timely
manner.

5. Encourage the safe rational and more effective medicines to improve public health.

é,'.
PRINCIPAL
Chatapathi Institute of Pharmaceutical Seiences
(Autonomous)

Chalapathi Nagar LAM, GUNTIJR~,;4



S.No |

COURSE CONTENT

~ TOorpIC

Hrs

Pharmacovigilance Basics
1.1 Introduction To Pharmacovigilance (History, Need and Scope)

3 hrs

1.2 Terminologies used in Pharmacovigilance

Fundamental Clinical Aspects of ADRs
2.1 Types and mechanisms of ADRs

2.2 Clinical management of ADRs.

Current perspective of Pharmacovigilance
3.1 Pharmacovigilance Programme of India (PvPI)
3.2 Global scenario of Pharmacovigilance

3 hrs

1hr

ICSR’s

4.1 Guidelines for Detecting and Reporting [CSR's

4.2 Content, structure and validity of reports and reporting procedures
4.3 Case Assessment

4.4 Repots related to Vaccines herbals and specific situations

6 hrs

PV in Clinical Trials

5.1 Characteristics of Pharmacovigilance in Clinical Trials
5.2 Collection of Safety Data (Safety Plan, Complaint Plan)
5.3 Guidance and regulatory Framework

5.4 Risk Assessment and type of events being collected

5.5 Expedited Reporting

5.6 Role of DSMB

Aggregate Reporting

6.1 Purpose and General Principles

6.2 Sources of Information

6.3 Types of aggregate reports across all phases of the product lifecycle
6.4 Line listings and/or Summary Tabulations

6.5 Format and contents of Aggregate reports, Template

| 6.6 Reporting Timelines

5 hrs

5 hrs

Regulations and Guidelines in PV

7.1 ICH guidelines for Pharmacovigilance

7.2 Mandatory tasks and procedures fromlégislation at industry

Expedited repoiting and post approval expedited reporting, Study reports,
Periodic Safety Update Reports (PSURs), Periodic Benefit Risk Evaluation
Reports (PBRERs), Other documents: DSUR; RMP, REMS; renewal
dossiers; reports on request |

7.3 Facilities at regulatory authorities

Pharmacovigilance system and SOPs, crisis management plan

7.4 Mandatory tasks and procedures from legislation at regulatory authorities
ADR collection and storing in an electronic database, signal detection and
management

=
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Signal Detection and Management |
8.1 Definition of a signal; sources, potentla]s detection by non-statistical
medical means
8. | 8.2 Disproportionality statistics for signal detection in spontaneous ISCR 3 hrs
databases
8.3 Special issues in disproportionality approaches
8.4 Prioritization
Benefit-Risk Assessment and Risk Management_Planning
| 9.1 ‘Benefit-risk’:  definitions, methodological approaches; disease as
criterion of benefit
9. 9.2 Drug-related risks (ADRs): analyzing, weighting and combining their 3 brs
components

9.3 Pharmacovigilance and Risk Management Systems, Risk Management
Plans (RMPs), Inspections

Pharmacovigilance Inspections and Audits, Quality Assessment

10.1 Purpose, frequency and actors

10.2 Indicators of capacity and performance of the pharmacbvigilance system
10. | 10.3 External Inspections by competitive authorities 3 hrs
10.4 Internal Audits in companies and regulatory authorities
10.5 Quality Assurance and benchmarking processes
-10.6 Legislation and guidelines

Tools used in Pharmacovigilance

11. 11.1 Argus tool and its utility 2 hrs
Drug Product Recalls and Field Alert Reports
12.1 Drug product recalls due to safety and efficacy reasons and other than

12, | safety and efficacy reasons. S hrs

12.2 Field alert reports.

112.3 Submission of field alert reports to drug regulatory agency
Case Handling Activities

13.1 Causality assessment of adverse drug reactions

13. | 13.2 Case narratives Shrs
13.3 Signal detection and risk management
13.4 Argus software

Total Hours 50 hrs

REFERENCES:

I. World Health Organization, the Uppsala Centre for International Drug Monitoring. The
importance of pharmacovigilance: safety monitoring of medicinal products. Geneva: World Health
Organization; 2002.

2. The Uppsala Monitoring Centre. UMC Pharmacovigilance Training Course, Available from:

http /fwww.who-umc.org/, H;,t.
? r.f"
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES,
ﬁ.,.ﬂﬂﬁn% 7 GUNTUR (AUTONOMOUS)
i Department of Pharmaceutical Analysis

B 12
“SKILL DEVELOPMENT COURSE FOR II/IV B.PHARMACY PROGRAMME”

Academic year: 2018-2019

Topic: Synthesis, Characterization, estimation of drugs and biomolecules

Objective:

The course mainly aims at imparting additional skills to students in the area of pharmaceutical

organic chemisiry, biochemistry and medicinal chemistry. The course mainly emphasizes on
construction of stereo models, calibration of apparatus, synthesis of organic compounds by
conventional and microwave assisted techniques, study of physicochemical parameters and

estimation of biomolecules in body fluids.
Date: 05-07-2019 to 09-07-2019
Duration: 30 hrs
Course outcomes:
> Students can able to recall the structure of molecules by using ball and stick

stereomodels.
Students can able to learn the calibration of equipments and glassware.

;Y

»# Students shall get an appropriate knowledge on green synthesis of diug
molecules.

Y

Students can able to understand the concept of filtration techniques and
purification of compounds,

¥

Students shall get an appropriate knowledge on estimation of bio-molecules in
blood

)
s )
PRINCIPAL
Chalapathi Institute of Pharmaceutical Sciences
_ (Autonomous}
Chalapathi Nagar LAM, GUNTUR-34.



S. No. | Course Content Faculty Duration | Lab No
(Hr)

01 | Stereo models of organic compounds & Mr. G.Naga Raju 04 202
Demo on synthesizing the drugs using
parallel synthesizer

02 | Calibration of equipments and glassware Mrs. S.Radhika 03 413

03 | Purification and characterization of organic | Prof. K.N.Rajini . 04 | 204
compounds by Crystallization and | Kanth
Distillation

04 Prof. K.N.Rajini 03 202
Filtration techniques and Mixed melting point

Kanth
05 __Sym_hesiﬁ organic com;ounds by Two-step | Mr. Sk.Munwar 1 o4 1303

process

06 | Mes{s Torgan_ic cgmamnas by a ‘Ms. A. Aneesha | 04 204
Microwave rradiation technique &
Determination of partition co-efficient and
Log P value of drugs

07 | Estimation of bio-molecules in blood | Dr. J.Venkateswar 04 207
{Cholesterol & Creatinine) Rao

(8 Estimation of bio-molecules in  blood | Dr. T.Jai Divya | 04 207
{Glucose & SGPT/SGOT) |

(Note: Examination will be conducted after completion of the course and students who
secured more than 40% marks will be awarded with participation certificates)

U e
(g |9#!
(KN LA Kart)

Head of the Department
Department of Pharmaceutical Analysis
Chalapathi Institute of Pharmacautical Sciences

{Autonomous)

LANM, GUNTUR-522 034,
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e-"““’"‘%;; CHALAPATH! INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR

e W
) T (AUTONOMOUS)
e Department of Pharmaceutics
Skill oriented program
On
ADVANCES IN MANUFACTURING AND QUALITY CONTROL TECHNIQUES OF ORAL SOLIDS
Scope:

A short-term skill-oriented certificate program on Advances in oral solids manufacturing and
Quality Control Techniques shall provide practical training in formulation and evaluation of oral
solid dosage forms for 11i/IV B. Pharmacy students. The objective is to impart competency in
students for bridging the gap between academic and industrial environment.
Module:

» Demonstration and handling of various equipment and instrument.

» Formulation of oral solid dosage forms

* Evaluation of oral solid dosage forms.
Duration: 30 hours

$. No. ~ Course Content - | Didactic | Duration 30 (Hrs) |
1 Formutation and Evaluation of Tablets (Conventional | Theory |
. - & hrs.
and Novel} | Practical |
2. Tablet coating methodology using R & D coater (Film | Theory
. . 1 4 hrs
Coating and Sugar Coating) Practical |
% In process quality control tests for tablets and Theory 3 hrs
capsules Practical
4. Fluidized bed coating by using Fluidized Bed Theory | 4 hrs
Processor B Practical
5 Palletization and Granulatlon by using Kalweka aII— Theory
: v 2 hrs
purpose equipment R Practical
, ) a2 Theory
6. D f i ing S e pme—— h
rying of materials using Spray drier & | Practical | 2 rs_
. ’-—Dissérutrcm rate testing of pharmaceutical dosage )
S KRR B TForms il stive
T lrs“solutlon testmg methodology- Compendial
7O Ydtheds. Theory
« Dissolution data handling, Kinetics and 6hrs
Modelling.
PCP Disso software: Dissolution data handling and . -
o . . Practical ey
kinetics- Graphs and interpretation _ — ), A
In Vitro release testing and flux detegmrinstion of Theory Em | - 7
9. pharmaceutical dosage forms (oinfitients, &els, - 4 hrs -~
| Transdermal Patches} o Practical |
! |
- ag T
e e _PRINGIPAL
thi Inetitute of FRGTTHACERiLs v
: PRI?PCIPAL ; alapatl 1ns pobndesios
halapathi institute of Pharmaceutical Scien i ,_m GUNTUR-34.,
d {Autonomous) &%mlapathl Nagar, ’

Chalapathi Nagar LAM, GUNTUR-34.



| Program out comes:
By the end of this skill development program, students will be expertise in the following

i 1. Understand the concepts and principles involved in the manufacturing of oral solids.
| 2. Identify the various unit operations involved in the manufacturing of oral solids.
3. Enlighten the role of quality control tests to ensure the product quality and
performance. R}
4, Acquire the ability to handle various equipment and instruments.
5. Gain the knowing about process variables and their impact on the product quality.

Training on following list of equipment:

S. No Equipment Name

1 16 station Rotary Compression Machine
. 2. Fluidized Bed Processor (FBP) -
| 3. Spray drier

4. | Rand D Coater

5. | Planetary Mixer - B
6. 48 plate- Tray drier 3 -

7. Kalweka wet granulator
| 3. Kalweka pelletizer
o | Double cone biender

10. | Disintegration test apparatus |
| 11. | Tablet friability tester -
L12. USP Dissolution rate test apparatus N

! 13. Automatic tablet hardness tester
14. | 8 stage diffusion cell apparatus

PRINCIPAL
Chalapathi stitue o Pharmagestical Sciences

(Autonomous)
Chalapathi Nagar, LAM, GUNTUR-34.
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034
{Autonomous};NAAC- A Grade and NBA (B. Pharmacy) Accredited Institute

L yg Recognized by UGC2f and 12 (B) and DSIR for Scientific and Industrial Research
et @f‘& 180 9001:2015 Certified Institute, Approved by All India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Delhi and Affiliated fo

DEPARTMENT OF PHARMACEUTICS

SKILL ORIENTED CERTIFICATE PROGRAM (Non-Credit) ON
ADVANCES IN FORMULATION AND EVALUATION OF NOVEL DRUG DELIVERY SYSTEMS
Scope:A short-term skill-oriented certificate program on Advances in Formulation and
Evaluation of Novel Drug Delivery System shall provide practical training in the formulation and
evaluation of drug delivery systems for IV/IV B Pharmacy and 111/VI Pharm.D students. The
ohjective is to impart skill to develop drug delivery systems and to meet the demand in
academic and industrial environment.
Duration: 30 hours
Objectives:
e ‘To understand the fundamentals of novel drug delivery systems (NDDS).
#  Toimpart practical training on formulation aspect various categories of NDDS
To study the oral, site specific and targeted drug delivery systems
To famitiarize the use of various equipment in the design and evaluation of NDDS
To evaluate the importance of various drug delivery systems
To interpret how the NDDS will affect therapeutic benefit to patient with change in drug
release characteristics.
Program out comes: By the end of this skill development program, students get expertise in
the following aspects
A. Understand the fundamentals of novel drug delivery system.

@ » @

B. Apply the design principles and development methodologies to fabricate NDDS
C. Experienced in the care and practices during the evaluation of NDDS.
D. Observe the process variables and their impact on product quality.
E. Enlighten the role of evaluation tests to ensure the product quality and performance.
F. Acquire the ability to handle various equipment and instruments.
5.No Course Content Duration
. _ (30hr} |
Module-1 | Oral Controlled release systems
A | Formulation and Evaluation of sustained release (SR) matrix tablets 2
B. Formulation and Evaluation of microcapsules by ionic gelation technique
C. Formulation and Evaluation of microspheres made by solvent evaporation 3
technique | || ——
D. Formulation and Evaluation of sustained release pellets iS5 |
| E. | Formulation of extended release pellets by fluid bed coater 3
&dtie-z _Site specific drug delivery systems _
| | F Formulation and Evaluation of floating tablets. 2
!_ G. | Formulation and Evaluation of Transdermal patches 2
Module-3 | Targeted drug delivery systems (Parenteral})
H. Formulation and evaluation of niosomes made by thin-film hydration technique

——
PRINc‘fg :‘.ﬂv)

Chalapathi Institu fharmageuﬁcal Sciences

Chalapathi Nagar, LAM, GUNTUR-34.
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034

g,*'g{” :‘“@f (Autonomous);NAAC- A Grade and NBA (B. Pharmacy) Accredited Institute
% M Recognized by UGC2f and 12 (B) and DSIR for Scientific and Industrial Research
& DR e IS0 9001:2015 Certified Institute, Approved by All India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Delhi and Affiiated to
DEPARTMENT OF PHARMACEUTICS
| Module-4 | Liquid and Topical or in-situ systems ) ) I
[ I. | Formulation and evaluation of in-situ gels or hydrogels 2
‘ J. Formulation and evaluation of micrg-emulsions | 2
|| Module-5 | Colloidal Systems
' k Aerosol Formulation Development B 3
L | Aerosol Filling Process 2
i
' PRINC
‘Chalapathi Insttute of Pharmacestical Sciences
{Autonomous)

Chalapathi Nagar, LAM, GUNTUR-34,



& %%, CHALAPATHI INSTITUTE OF PHARMACEUTCAL SCIENCES
(AUTONOMOUS)

DEPARTMENT OF PHARMACEUTICAL ANALYSIS, C 2RHE 279 19
SKILL ORIENTED CERTIFICATE PROGRAMME ON

“«INSTRUMENTATION, TROUBLE SHOOTING OF ANALYTICAL EQUIPMENT AND
SPECTRAL INTERPRETATION OF ORGANIC COMPOUNDS”

G ThETedhy i T TAEOEE )

Scope: A short termskill oriented certificate program on “iﬁstrumentati , Trouble shooting of
Analytical Equipment and Spectral Interpretation of Organic Compounds” shall provide knowledge on
instrumentation of analytical equipment, trouble shooting and interpretation. The objective of this program

is to give more knowledge by making the students interactive which can lead to a successful career in

pharmaceutical industrial.
Date: 63/09/2018 to 06/09/2018
Duration: 30 Hrs

Objectives:

» To explain the different analytical techniques exployed in analysing drugs and pharmaceuticals.
» To provide practical skills for the students to identify and quantify drugs in formulations.

% To train the students in the area of calibration and trouble shooting of analytical equipment’s.

Course outcomes:

»  Students can be able to learn the analytical knowledge on various analytical instruments and apply

the new methods for drugs quantification.

Students can be understanding the concept of interpretation and determine the structure of

\4

compound.

% Students can be able to learn the calibration analytical instruments and its importance in drugs

quantification.
» Students shall get an adequate knowledge on trouble shooting of HPLC and resolve the problems her

research work time.

> Students shall get an appropriate knowledge on analytical method development and validation

concepts and apply the her own research work.

S.N Time Faculty
Date Topic Names
0 Duration Name
' uv Visib!e spectrophotometer
£oge ] (a) Principte and
1 0‘3’}09?1}8’”“ "ﬁms’frumentatmn of UV 5 hres F L
ot Eg )  pifferent hurdles related ~ Chalypath fishit o Phar naceutical Scienced
~ fouv chilanathi r(‘lﬁ\utonom us)
' I
(b} Trouble shooting methods P agar LAM, GUNTUR-34




B | High performance liquid '
chromatography
03/09/18 {a ) Principle and
2 & instrumentation of HPLC
04/09/18 (b) Different hurdles related |
to HPLC
{c) Trouble shooting methods
Structure elucidation using
different spectras
{a) Index of hydrogen
deficiency
3 04/09/2018 (b) Rule 13 Deriving 5 hrs
molecular formula from
| mass number
{c) Molecular structure using
different spectrums |
Calibration of analytical
instruments
{a) Importance of calibration
and preparation of SOP '
(b} Calibration of UV, IR,
HPLC, DSC
(c) Calibration of analytical
balance, flame
‘ photometer, KF Titrator,
fluorimeter |
Design and development of
analyticali methods and validation
05/09/18 (a) Analytical method
& development and S hrs A.Elphine
06/09/18 introduction to {CH prabahar
guidelines
{b) Analytical method
| validation
Design and development of
analvtical methods and validation
(a) Analytical method
development and
introduction to FDA
guidelines
{b) Development Of
Analytical Method

5 hrs P.Abhinandana

G.Naga
malleswari

4 05/09/18 5 hrs P.Prachet

n

6 06/09/18 5 hrs V.Divya

(Assessment test on skill development course will be conducted on 06/09/2018 between 04.00 PM to

05.00 PM )

(k- N. Rpaiwy %‘Wﬁ&)

Head of the Department

s | 2218

b Deparhnpnt of Pharmaceutical Analysis
\ }ﬁﬁ-&‘“ Chalapathi Institute of Pharmaceutical Scie!i;ces
Pfillﬁbl PAL LAM (glggr_;pmous)
Chatapath Insfitute of Pharmaceutical tiences ' UR-522 034,
(Autonomous)

TUR-34
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CHALAPATHI INSTITUTE OF PHARMACEUTCAL SCIENCES
(AUTONOMOUS)

DEPARTMENT OF PHARMACEUTICAL ANALYSIS
SKILL ORIENTED CERTIFICATE PROGRAMME ON

INTELLECTUAL PROPERTY RIGHTS AND PATENT DRAFTING,

FILING & PROCESSING (A SMJ f9~w14
ﬂ}ﬂ}ﬁ’ : D-fi /294 40 09 EY/.::W@ )

C@’\ - PRI PHOR N REEAMHI?,&)’ f}FFp)—fﬁ})

OBJECTIVES:

e The main objective of the IPR course is to make the students aware of their rights for protection of
their invention done in their research work.

e To get IPR registration in our country and foreign states of their own invention, design and thesis or

theory written by the students during their project work and for this they must have knowledge of

patents, copy right, trademark, design and information technology regulations.

COURSE OUTCOMES:
1. Students can able to apply for Inteltectual Property (IP) law principles to real problems and analyse

the social impact of IPR policy.

2. Students shall get an adequate knowledge on patent drafting and filing for their own innovative

research work.

Students are able to analyse ethical and professional issues which arise in the IP law context.

4. Pave the way for the students to catch up IP as a career option.

Pruration: 30 hrs

5.No Topic Names Time Duration

| Introduction to IPR
¢ Patent |

e Trademark
1 s Copyright 7 hrs
e Industral Designs

» Geographical Indications ‘

Current IP practices in India ‘ 4 hrs

‘PFEENCIPAL . ‘
Chalapathi Institute of Pharmaceutical Seiences
_(Autonomous)
IChaIapathl Nagar LAM, GUNTUR-34,




S.No Topic Names Time Duration

i _| Prior art Search i

» ipindia.nic.in
3 s uspto 4 hrs
®  Wipo
4 Documentation 7 hrs
|
5 Establishing patentability 5 hrs
6 Claims drafting and Interpretation 3 hrs

U

N%MW’ }iﬂ”'g L2

ead of the Department
Department of Pharmaceutical Analysis
Chalapathi Institute of Pharmaceutical Sciences
{Autonomous)
LAM, GUNTUR-522 034,

PRINCIPAL

Chalapath lnstntute of Pharmaceutical Sciences
DHBINGUS)
Ehatapathi Nagar LaM, GUNTUR-34,
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR.

" Lﬂpﬂr
ey I (AUTONOMOUS)

N

TR DEPARTMENT OF PHARMACY PRACTICE jati aushadii

O abily Mdnams & Mtorindt s Props for M

PRADHAN MANTRI BHARATIYA JANAUSHADI KENDRA (PMBJAK)

COMMUNITY PHARMACY-ENTREPRENEURSHIP SKILL DEVELOPMENT PROGRAMME - 30 hrs

Scope: A short term skill oriented certificate programme on Community pharmacy-
Entrepreneurship skills shall provide practical training on establishment of community
pharmacy / Pradhan Mantri. Bharatiy Janaushadhi Kendra, health screening, first aid,

dispensing, inventory control, drug administration and patient counseling.

Objective: To improve entrepreneur skills of the students interested in establishing
community pharmacy by training them in various activities which are required for the smooth

running of community pharmacy/ Pradhan Mantri Bharatiy Janaushadhi Kendra.

Programme outcomes:

1. Understanding the process of establishment of community pharmacy and Pradhan Mantri

Bharatiy Janaushadhi Kendra.

2. Acquiring the skills required to become an eminent community pharmacist having good

understanding about inventory control, patient counseling, dispensing and first aid services.

3. To survey the health status of patients in the community by participating on health

screening services and to build the ability to manage minor ailments.

4. To improve the professional skills about health, batance diet, family planning, health

promotion and prevention of communicable diseases in community.

5. To learn to utilize the computer applications and their advantages in community

LU

pharmacy. K &?@
{fg: ﬂutomauﬂ ,|§
FA\GUNTUR 34, (o)
g

P%NCIPAL

Chalapath: Institute of Pharmaceutical Sciences
{Autonomous)
Chalapathi Nagar LAM, GUNTUR-34



Theory/

Practical HOURS

S.NO TOPIC

Documents and process for the establishment of community
1. | pharmacy/Pradhan Mantri Bharatiy Janaushadi Kendra: Theory 3hrs
Need of generic medication and their importance.

Health promotion ad Health screening services: Theory

2. | Blood pressure monitoring, BMI monitoring, ' 3hrs
Blood sugar monitoring, Blood group Determination Practical
Medication adherence : Theory

3. | Medication non adherence and tools to improve medication - 3hrs

: Practical
adherence
First aid services: Theory

4, First aid for leg fracture, First aid for nosebleed, First aid for 3hrs
burns, First aid for simple Bleeding Practical
Inventory control: _ Theory

5. | Steps for inventory control, Inventory control methods and drug 3hrs
Procurement Practical
Dispensing of drugs: Theory

6. | Guidelines for dispensing OTC Medication, Prescription ' ohrs
medication, Narcotic medication. Practical
Responding to symptoms of minor ailments: Theory ]

7. | Pain, fever, dyspepsia, diarrhea, vomiting, Constipation, and i 3hrs
ophthalmic symptoms. Practical
Specialized drug administration procedures: Theory

8. | Ear drops, Eye drops, Nasal drops, Inhalers, Trans-dermal | 3hrs
patches and Suppositories. Practical
Patient counseling and communication skills Theory

9. | required for patient counseling, Preparation of Patient Information 3hrs
Leaflets, Prescription Analysis Practical

Drug Information Services:

10 Drug information resources, approach for answering drug

* | information query, Critical evaluation of drug information and
literature, Preparation of written and verbal reports.

Theory 4hrs

Total hours 30 hrs

pRINCIPAL
Chalapath Institute of Pharmaceutical Sciences
(Autonomous)

Chatapathi Nagar LAM, GUNTUR-3¢



DVF- 912

&%, CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
o N (AUTONOMOUS) '

DEPARTMENT OF PHARMACOLOGY
'SYLLABUS FOR SKILL DEVELOPMENT COURSE ON

“R_ECENT TRENDS IN EXPERIMENTAL'PHARIVIACOLOGY”

Department : Pharmacology
Part1c1pants : IV/IV B.Pharmacy and I{I/VI Pharm D students

Duration + 30 Hrs

COURSE OUTCOMES
CO-1 | To demonstrate the significance of CPCSEA guidelines and to demonsirate various
" | routes of drug administration and blood collection techniques for laboratory animals

CO-2 [ To_sgxpmamze screening models for Psychotropic/neurotropic, learning and memory

activities. _
CO-3 | To interpret the advanced methods of screening for Learning and Memory activity
| CO-4 | To compile various preclinical models for drugs acting @C\'/S and PNS

‘1. CPCSEA Guidelines | | 4 hrs
Goal and Objectives, Composition, activities, IAEC — Functioning, Requirements for
animaI house, Maintenance of Records.

2. Laboratory Animals 4 hrs
Identification of animal species, sex stram and breeding. Handling of animals, routes of
adm1n1§trat1o_n dosing and blood collection techniques. _

3. Animal House Facility 4 hrs
Enviroﬁnient, Physical Facilities, Animal procurement, Quarantine, Stabilization, Separation,
Breeding, Housing, Maintenance of Laboratory animals, Surveillance, Diagnosis, Treatment
and control of disease, Personal Hygiene.

. 4. Psychotropic émd neurotropic activity: 5 hrs
Anti-epileptic activity (electroconvulsiometer), anti-agg_tessive activity (agressometer),
behavior (Locomotor activity —actophotometer, hole board test), anxiolytic activity (elevated
plus maze, open field test), antipsychotic activity (CAR).

5. Nootropic or learning and memory activity: 5 hrs
Spatial long term memory (Elevated Plus Maze), Working memory ( 8 Arm Radial Maze),
Spatial working memory (Y Maze, Rectangular Maze), Learning, memory & reasoning
(Hebbs William Maze & Labyrnth Maze).

6. Cardiovascular activity: S hrs
Anti- hypertensive activity - by non-invasive ‘blood pressure measurement nique
‘[NIBP}/Invasive blood pressure measurement (2-channel physmgraph) Mﬁz\emic
activity (high fat diet induced/streptozotocin). PRINCIPAL

7. Analgesic activity (Eddy’s hot plate/ taibrtlick analgesiometerghﬁ taigﬂtmm Méﬁﬁgumal Seenoes

' izdia ...'C activity (allokbalsnehlidbatatibM, GUNTUR-34.
3 hrs
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individuals need .
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order to carry out,
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Qualifications Pack-Drug Regulatory Affairs Che

SECTOR: LIFE SCIENCES
SUB-SECTOR: PHARMACEUTICAL AND BIOPHARMACEUTICAL
OCCUPATION: RESEARCH AND DEVELOPMENT

REFERENCE ID: LFS/Q0501

ALIGNED TO: NCO-2004/NIL

Drug Regulatory Affairs Chemist prepares dossiers to support appr
licensing, marketing and legal compliance of products, ensure products
with regulations and carry out proper documentation and reporting.

Brief Job Description: DRA Chemists are responsible for making ¢
submitted to the various markets and also ensue completion for forms ar
out filling of regulatory forms.

Personal Attributes: The individual should have good knowledge
Pharmaceutical industry. He should have good documentation ski
understanding of regulatory and ethical frameworks. He should be well

with compliance and statuary requirements for dossier prﬁrations.
LAl

PRINGIPAL
Chalapathi Institute of Piamaceutical Sciances
_{Autonomous)
Chalapathi Nagar LAM, GUNTUR.- 2,
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Qualifications Pack For Drug Regulatory Affairs

T ma
COVERMMENT DF INDIA
MINISTRY OF SIHLL DEVELOPMENT
& ENTREPREMEUSSHIP

Chemist

Qualifications Pack Code

LFS/Q0501

Job Role Drug Regulatory Affairs Chemist

Credits{NSQF} TBD Version number

Industry Life Sciences Drafted on 9/12/14
Ph tical and

Sub-sector . armaceutica .an Last reviewed on 25/02/15
Biopharmaceutical

Occupation

NSQC Clearance on

Research and
Development

20/07/2015

Job Role

Drug Regulatory Affairs Chemist

Responsnble for making dossiers to be submitted to the various

Mlmmum Eduea‘_ti;iﬁa;ii Qu&liﬁéatibgnﬁ

Maxlmum Educatumal Quallf catlons

Rale Descrlptmn L markets and also fill forms and take regulatory permission
: forms.
NSQF ievel 5

Mechanical & Chemical Engineering/ Graduate in Science/
B.Pharmacy (Preferable)

Masters in science/ M. Pharmacy (Preferable)

Training

On the job training, On the job training, GLP Training

(Suggested but net mandatory)

Applscabie Natlonal Qccupational
‘Standards (NOS) )

Mlmmum .lob Entw Age : | 20 Years
3 Experrence ' - | 0-2 years (if company is making only CTD), else 1-3 years
- experience
Compulsory:

1. LFS/NO501: Ensure appropriate licensing, marketing and

legal compliance of pharmaceutical and medical products.
2. LFS/N0503: Ensure that the products comply with the

regulations
3. LFS/NQ502: Carryout reporting and documentation for

dossier preparation
4, LFS/N0105: Coordinate with manager and. team members
for smooth functioning
kﬁﬂ:"

PRIMCIPA|

2|Page

Chalapattt Institute of Pharmaceutical Sciences
{Autonomous)

Chalapathi Nagar LAM, GUNTUR-34



NOS B

National Occupational Standards MINISTRY OF EKILL DEVELGPMENT Transforming

& ENTREPRENEUREHIF

LFS/NO501 : Ensure appropriate licensing, marketing and legal compliance of pharmaceutical and
medical products
Unit Code LFS/N0501

Unit Title : | Ensure a;;propriate licensing, marketing and legal compliance of

{Task) | pharmaceutical and medical products.

This NOS is about a DRA chemist to ensure appropriate licensing, marketing anc
compliance of pharmaceutical and medical products

Scope The unit/task covers the following:

* Preparing protocols and reports to ensure compliance for licensing

activities

* Assisting scientists and manufacturers on regulatory requirements

Performance Criteria {PC) w.r.t. the Scope

Element Performance Criteria

To be competent, the user/individual on the job must be able to:

Licensing Activities

National Occupational Standard

PCl. prepare documents, non-canformance reports and corrective action
preventative action documents for current products and procedures to en
compliance with applicable regulation

PC2. develop and'write clear arguments and explanations for new product licen
and licence renewals

PC3. monitor and set timelines for licence variations and renewal approvals

PC4. write clear, accessible product labels and patient information leaflets

PC5. undertake and manage regulatory inspections

PC6. prepare dossiers/ documents for IND, NDA, ANDA, CTD Submissions and al
support registrations of the new entities

PC7. liaison with, and make presentations to, regulatory authorities

PC8. develop and register new medicines, vaccines, diagnostic tests and
pharmaceutical products with regulatory authorities like MHRA, MCC, USF
TGA, Malaysia, European Union etc in concurrence with the regulations
promulgated by a whole range of agencies like the Environmental Protectic
Agency, Federal Trade Commission, Occupational Safety & Health
Administration and Drug Enforcement Administration

PC9. manage and oversee the laboratory work

PC10. review company practices and providing advice on changes to systems

PC11. identify and assess regulatory risks and project issues and make
recommendations to regulatory management

PC12. associating with the marketing personnel to ensure applicability of regulat:
framework

PC13. keep abreast of international legislation, guidelines and customer practice:
all countries where the Company sells its products

Assistance to other PC14. assist scientists, medical writers and manufacturers on reguiatory requiren

team PC15. provide regulatory related advice to senior management throughout the
development of a new product

PC16. assist project managing teams of colleagues involved with th._f.- developmer

new products ’ fﬂﬂ“"‘”‘
0 e
VS ' ‘

L s e S i L
8|Page %fumm“‘ g) Chatapath Institute of Pharmaceutical Sciences
| Rk {Autonomous)

%5?}/' Chalapathi Nagar LAM, GUNTUR-24



NOS |

National Occupational Standards MINWSTRY OF BKLL, DEVELOPMENT
4 ENTREPRENEY),

REHIP

Transtormaing

LFS/NO501 : Ensure appropriate licensing, marketing and legal compliance of pharmaceutical and
medical products

Knowledge and Understanding (K)

A. Org'anisational The user/individual on the job needs to know and understand:
Context - ; KAL. different quality management systems {ISO-9000, 1S0-14001,

(Knowledge of the OHSAS-18000), good laboratory and manufacturing practices

Comp_gny/ i KA2. organizational Coding system of finished material, compounds and comp
Organisation and

Wi manual
its processes)

KA3. escalation matrix for reporting identified issues

KA4. records to be maintained and implications of non-maintenance of the sz

KAS. health, Safety and Environment guidelines, legislation and reguiations a:
applicable

KAG6. the reason and impact of the occurrence of problems

KA7. measures, steps and possible solutions that have been taken/identified
address the previous problems

KA8. the correct method for carrying out corrective actions outlined for each
problem

B. Technical The user/individual on the job needs to know and understand:
- Knowledge ‘

' KB1. broad knowledge of Regulatory Affairs and specific working knowledge ¢
current regulations and guidance

KB2. excellent knowledge of IND, NDA, ANDA, CTD Submissions

KB3. knowledge of regulatory authorities fike MH RA, MCC, USFDA, TGA, Mala'
European Union etc in concurrence with the regulations promulgated by
whole range of agencies like the Environmental Protection Agency, Fede
Trade Commission, Occupational Safety & Health Administration and Drt
Enforcement Administration

KBA4. associated experience in Quality Assurance and Document Control is req

in certain cases
KBS. knowledge of pharmaceutical dossiers like the master formula of the pro
manufacturing procedure and the equipments list used in the productior
Stability data, preclinical and clinical data, specifications used in testing t
final product and other regulatory documents
KB6. adequate training for the competent performance of tests, operation of
equipment and basic techniques, e.g. counting of colonies, plate pouring
serial dilutions, etc.
KB7. training in necessary procedures for filing licenses and liaising with
regulatory authorities of different countries
KB8. good knowledge of GMP, GLP and Safety requirements
KB9. use of sophisticated scientific/laboratory instruments
KB10.testing equipment and related test method and purpose of tests
KB11.national/international standard test methods for different co unds

I(BlZ.fact_oEﬁ_s L_flat adversely affect integrity of the sample }
U PRINCIPAL

N =l Wnuﬂw‘"‘{ 4 ; \ i i

g " Chalapathi Institute of Pharmaceutical Sciences
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NOS &

Natlonzl Occupational Standards MINISTRY OF EXALL DEVELOPMENT Transtorming
& ENTREPRENEURSHI

LFS/NO501 : Ensure appropriate licensing, marketing and legal compliance of pharmaceutical and

medical products

" A, Core: W’riting Skills . -
Skll!sIGenerac ‘
Sktlls e L

SAl, excellent report writing skiils

SA2. record and communicate details of work done to appropriate people usin
written/typed report or computer based record/electronic mail

SA3. maintain proper records as per given format

Reading & Understandmg Skills

SA4. read and understand manuals SOPs, health and safety instructions, mem:
reports, job cards etc
SAS. read images, graphs, diagrams
SA6. understand the various coding systems as per company norms
Oral Communication {Listening and Speaking skills) -

SA7. communication with upstream and downstream teams

SA8. communicate with job owners like sample originating section, supplier et

SAS. work in a team and other behavioral skills required to support the small g
activities (eg. quality circle, cross functional team, suggestion scheme)

SA10. disclose information only to those who have the right and need to know
ol SA11. maintain confidentiality of information

B Professional Decision Making "

Skllls | The user/mdwndual on the job needs to know and understand how to:

SB1. act objectively, rather than impulsively or emotionally when faced with
difficult/stressful or emotlonal SItuatlons

Analytical Thlnkmg o |

SB2. arithmetic aptltude

SB3. application of statistics to analyse trends and data

SB4. use of computer/ application software

SB5. attention to detail

SB6. usethe existing data to arrive at spec1f|c pomt

Plan and Orgamse :

- | SB7. planning skills with the ability to multl-task and adapt

| SB8. ability to prioritize needs and effectively schedule work to effectively

support multiple projects at one time

SBY. take responsibility for completing one’s own work assignment

SB10. take initiative to enhance/learn skills in ones’s area of work

SB11. the capacity to learn from experience in a range of settings and scenarios
the capacity to reflect on and analyse one’s learning

SB12. is open to new ways of doing things

S813. the capacity to envisage and articulate personal goals; to develop strategi
and take action to achieve them

Problem Solving T =
5B14. ability. to |dentlfy define and resolve problemsaum{uﬁﬁﬁuﬁ'ed
i e y Chatamathrim R }PAL
(huton? RREC GG 1] L]‘ e O ¥ larm
10]Page U\ eumumtJ ¢ {Autonom ace;utrcal Sciences
hma*s,g: / halapathl Nagar LAM GUNTUR_‘}4



COVERNMENT OF INDIA Transtarming

fiational Cecupational Standards MINISTAY OF BHIL, DEVEL OPMENT
& ENTREPAENEURSHIP

LFS/N0501 : Ensure appropriate licensing, marketing and legal compliance of pharmaceutical and

medical products
SB15. resolve any difficulties in relationships with colleagues, or get help from &
appropriate person, in a way that preserves goodwill and trust
Critical Thinking ‘
SB16. suggest improvements(if any) in process based on experience
g;pﬁw_ )
I'g (Aumc‘:“n:nu:, ,g
A GUNTUR-H.{:;,
%?9_*59@ —
o )
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NOS 3
&
National Occupational Standards GOVERMMENT OF INTIA

MINISTRY OF BKILL DEVELGPMENT Transforming
& ENTREPHENEURSHIP

LFS/N0501 : Ensure appropriate licensing, marketing and legal compliance of pharmaceutical and
medical products

NOS Version Control

NOS Code LFS/N0501

Credits{NSQF) TBD Version number

Industry Life Sciences Drafted on 09/12/14
Pharmaceutical and Bio
Pharmaceuticals

Industry Sub-sector Last reviewed on 25/02/15

Occupation Next review date 25/02/16
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National Occupational Standard

Unit Code
Ur{it ﬁe

LFS/N0503 : Ensure that the products comply with the regulations

NOS

NV
?(
Mational Occupational Standards P o S .

MINISTRY OF SHiLL DEVELOPMENT Transtarmiing th
& ENTREPRENELRSHIP

LFS/N0503

Ensure that the products comply with the regulations

This NOS is about a DRA chemist to ensure that the products comply with regulat

The unit/task covers the following:
* Ensure that quality is maintained

*  Support research
o Validate test methods

Performance Criteria {PC) w.r.t. the Scope

Element

Quality Checks

Performance Criteria

To be competent, the user/individual on the job must be able to:

PC1. ensure that the product is according to standards and regulations
PC2. ensure that GMP and GLP are followed
PC3. evaluate compliance procedures for new praducts

- Research

PC4. supervise the work of biological technicians and other workers to evaluate
accuracy of their results

PC5. work with technicians, chemists and scientists of other fields as many scier
research projects involve multiple disciplines

PC6. present research findings to scientists, non-scientist executives, engineers
,other colleagues, and the public

PC7. work with specialist computer software to undertake studies and research

Validate test methods

A. Orgamsatmnal

PC8. support continuous process performance evaluation and continuous proce
improvement for highest efficiency

PCS. keep up with new research

PC10. minimize the risks of cross-contamination, false-positive results and false-
negative

PC11. define alert and action limits

Knowledge and Understanding (K)

The user/individual on the job needs to know and understand:

“Context = -~
_(Knowledge of the KAL. different quality management systems (150-9000, 1S0-14001,
Company/- OHSAS-18000), good laboratory and manufacturing practices
: .Orgamrsatlon__and KA2. organizational coding system of finished material, compounds and compar
its processes)
. manual
KA3. implications of not adhering to quality control procedures
KA4. quality requirements and products and processes
KAS. quality and damage checks to be done and importance of the same
KA6. quality control procedures followed by the company and im )ortance of the
same \QrISICE: ;
mo\'" ‘“M PR}NC}P L is s
il e of Pharmaceutical Science
4 |Page (%G W Chalapathslnststuie o chaniass

Qmﬁ" Chalapatii Nagar LAM, GUNTUR-34



IE/ NO503 : Ensure that the products comply with the regulations

NOS

el Nt
Nat
N %kil
National Occupational Standards R o R o
MINISTRY OF SIILL DEVELOPMENT Transforming th
& ENTREPRENEURSHIP

KA7.
KAS.
KAS.

KA10.
KA1l.
KA12.

KA13.
KAl4.
KA15.
KA16.
KA17.

KA18.

escalation matrix for reporting identified issues

records to be maintained and implications of non-maintenance of the san
impact of poor practices on health, safety and environment

impact of various practices on cost, quality, productivity, delivery and safe
handover/ takeover the equipment/ work area as per company’s SOP

the levels of hygiene required by workplace and importance of maintainir
same

reporting incidents where standard operating procedures are not followe:
the importance of complete and accurate documentation

the importance of quality control procedures

the reason and impact of the occurrence of problems

measures, steps and possible solutions that have been taken/identified tc
address the previous problems

the correct method for carrying out corrective actions outlined for each
problem

B. Technical -
Knowledge

A. Core Skills /
Generic Skills

15| Page

The user/individual on the job needs to know and understand:

&B{ broad knowledge of regulatory affairs and specific working knowledge of

KB2.
KB3.

KB4.

KB5.

KBé.

7.

KBS.
KB9.

current regulations and guidance

characteristics and composition of products

health, safety and environment guidelines, legislation and regulations as
applicable

associated experience in quality assurance and document control is requit
certain cases

knowledge of pharmaceutical dossiers like the master formula of the proc
manufacturing procedure and the equipments list used in the production,
stability data, preclinical and clinical data, specifications used in testing th
final product and other regulatory documents

training in necessary procedures for filing licenses and liaising with
regulatory authorities

broad knowledge of GMP, GLP and Safety requirements

importance of quality checks along with quality and production targets
standard method of drawing samples and preparing them for testing

KB10. methods and techniques involved in evaluating information
KB11.current knowledge of starting-up and qualifying
new facilities, tech transfers and manufacturing operations

Writing Skills

SAl.

SA2.

SA3.

excellent report writing skills
record and communicate details of work done to appropriate people usin.
written/typed report or computer based record/electronic mail

maintain proper records as per given format
I > =
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Readmg & Understand:ng skills
SA4. read and understand manuals, SOPs, health and safety instructions, mem:
reports, job cards etc
SAS. read images, graphs, diagrams
SA6. understand the various coding systems as per company norms
Oral Communication (Listening and Speaking skills)
SA7. communication with upstream and downstream teams
SA8. communicate with joh owners like sample originating section, supplier et
SA9. work in a team and other behavioral skills required to support the small g
activities (eg. quality circle, cross functional team, suggestion scheme)
SA10. disclose information only to those who have the right and need to know
U SA11. maintain confldentlallty oflnformatlon
B. - Professional. | Decision Making " __
i Ski'“s The user/individual on the job needs to know and understand how to:
SB1. act objectively, rather than impulsively or emotionally when faced with
difficult/stressful or emotional situations
Analytical Thinking R
SB2. arithmetic aptitude
SB3. application of statistics to analyse trends and data
SB4. use of computer/ application software
SB5. attention to detail
| SB6. use the existing data to arrive at spemflc pomt
Plan and Organise :
SB7. planning Skl"S with the ablhty to muIt| task and adapt
SB8. ability to prioritize needs and effectively schedule work to effectively
support multiple projects at one time
SB9. take responsibility for completing one’s own work assignment
SB10. take initiative to enhance/learn skills in ones’'s area of work
SB11. the capacity to learn from experience in a range of settings and scenarios
the capacity to reflect on and analyse one’s learning
SB812. is open to new ways of doing things
SB13. the capacity to envisage and articulate personal goals; to develop strategi
and take action to achieve them
Problem Solving -
SB14. ability to identify, define and resolve problems using a structured
methodology
SB15. resolve any difficulties in relationships with colleagues, or get help from ¢
appropriate person, in a ) way that preserves goodwill and trust
Critical Thmkmg
SB16. suggest lmprovements(lf any) in process based on experience
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order to carry out.
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Qualifications Pack-Production/Machine Operator
OS are — Life Sciences

perfarmance SECTOR: LIFE SCIENCES
standards that

individuals must | SUB-SECTOR: PHARMACEUTICAL, BIOPHARMACEUTICAL
achieve when

carrying out - OCCUPATION: MANUFACTURING

functions in the
workplace,
together with =
specifications of
the underpinning . Machine operator also known as production operator is responsible for
knowledge. ”d g preparing the machines before the manufacturing process, perform
understanding ./ manufacturing activities and carry out post manufacturing activities.

REFERENCE ID: LFS/Q0207

ALIGNED TO: NCO-2004/ NIL

i Brief Job Description: Machine operator is responsible for monitoring the events
Contact Us: of a manufacturing of drugs/medicines. They verify materials and products to
Life Scierces Seetor, ensure that a perfect mixture is used and may perform superficial quality checks
Skill Development | to ensure total quality management.

Council

13, Palam Marg; Personal Attributes: The individual should have good knowledge of the activities
Floor, Vasﬁqi in the manufacturing process. The role holder should be aware of good
manufacturing practices and importance of maintaining sterility in the production
& N environment. He/she should also be aware of the basics of housekeeping and
41042’4{1?,5 ] hygiene.
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Qualifications Pack For Production/Machine Operator-Life Sciences

Qualifications Pack Code
LFS/Qo0207

Job Role Production/Machine Operator — Life Sciences

Credits(NSQF) TBD Version number 1.0

Sector Life Sciences Drafted on 15/12/14

lob Details

Pharmaceutical and

Biopharmaceutical Last reviewed on 26/03/15

Sub-sector

Manufacturing Next review date 01/06/17

NSQC Clearance on 20/07/2015
'fob Rale Production/Machine Operator — Life Sciences

i ot Responsible for preparing the machines before the manufacturing
Role Description pracess, perform manufacturing activities and carry out post
- e =ik Hm_e_lcn_gfacturing activities - |
| NSQF level - . 14
Minirhdrn- Educational 10+2
Qualifications =
2 2n P : | Diptoma/ D.Pharma/ ITl/ B.Sc (chemistry specialization preferable for
| Maximum Educational Pharmaceutical) '
| Qualifications’ -
Training ~ ~ ~
f ('Su_ggestfed but not On the job training for GMP and EHS
man'datory)” ' | 3 |
Mimmumlob EntryAge-__ 18 Years
Experlence | 02 ears
l Compulsory:
1. LF5/N0213: Prepare machines and accessaories for the
manufacturing process
il 2. LFS/N0214: Perform manufacturing operations
Applicable National 3. LFS/N0103; Ensure cleanliness in the work area
Occupational Standards 4. LFS/N0102: carty out reporting and documentation
{NOs) 5. LFS/N0215: Carry out broad level gquality checks before, in-
process and post manufacturing
6. LFS/NO101: Maintain a healthy, safe and secure workin
environment in the life sciences facility
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Qualifications Pack For Production/Machine Operator-Life Sciences
Optional:
N.A.

Performance Criteria As described in the relevant 0S units
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Core Skills/Generic
Skills

|| Description
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Qualifications Pack For Production/Machine Operator-Life Sciences

Description

Core Skills or Generic Skills are a group of skills that are key to learning
and working in today's world. These skills are typically needed in any
work environment. In the context of the NOS, these include
communication related skills that are applicable to most job roles.

' -Description gives a short summary of the unit content. This would be
helpful to anyone searching on a database to verify that this is the
appropriate NOS they are looking for.

| Function

Function is an activity necessary for achieving the key purpose of the
sector, occupation, or area of work, which can be carried out by a person
or a group of persons. Functions are identified through functional
analysis and form the basis of NOS.

—
| Job role

| Knowledge and
Understanding

Job role defines a unique set of functions that together form a unique
employment opportunity in an organisation. |
Knowledge and Understanding are statements which together specify the
technical, generic, professional and organisational specific knowledge
that an individual needs in order to perform to the required standard.

National Occupational
| Standards (NOS)

NOS are Occupational Standards which apply uniquely in the Indian
context.

i Occupation

Organisational Context
|
|

Occupation is a set of job roles, which perform similar/related set of
functions in an industry.

Organisational Context inciudes the way the organisation is structured
and how it operates, including the extent of operative knowledge
managers have of their relevant areas of responsibility.

| Performance Criteria

Performance Criteria are statements that together specify the standard
of performance required when carrying out a task.

Qualifications Pack{QP)

Qualifications Pack comprises the set of NOS, together with the
educational, training and other criteria required to perfarm a job role. A
Qualifications Pack is assigned a unique qualification pack code.

Qua!ific_ations Pack
Code

Qualifications Pack Code is a unique reference code that identifies a
qualifications pack.

Scope

Scope is the set of statements specifying the range of variables that an
individual may have to deal with in carrying out the function which have
a critical impact on the quality of performance required.

Sector

Sector is a conglomeration of different business operations having similar
businesses and interests. |t may also be defined as a distinct subset of the
economy whose components share similar characteristics and interests.
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Quadlifications Pack For Production/Machine Operator-Life Sciences
| Sub-Sector | Sub-sector is derived from a further breakdown based on the |
characteristics and interests of its components.
Sub-functions Sub-functions are sub-activities essential to fulfil the achieving the
| objectives of the function.
Technical Knowledge Technical Knowledge is the specific knowledge needed to accomplish
specific designated responsibilities.
Unit Cade Unit Code is a unique identifier for an NOS unit, which can be denoted
with an ‘N’. - -
Unit Title Unit Title gives a clear overall statement about what the incumbent
should be able to do.
Keywords /Terms Description
n
= NOS National Occupational Standard(s)
= G | National Skill Qualifications Framework o
g NCO-2004 National Classification of Occupations-2004
< 0s Qccupational Standard(s) o
Qp Qualifications Pack
SOop Standard Operating Procedures
FIFO First in First Out
GMP Good Manufacturing Practices
-
J

P . i
Chalapath Institute of Pharmaceutical Scignces

{Autonomous)
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LFS/N0O213 ; Prepare machines and accessories for the manufacturing process

National Occupational
Standards

Overview

This Occupational Standard describes the knowledge, understanding and skills
required for a Machine Operator to prepare machines and accessories for the

manufacturing process.

~PRINCIPAL ~
Chalanathh Institute of Pharmaceutical Sciences
' {Autonomous)
Chaiapathi Nagar LAM, GUNTUR.4,

6lPage




NOS
g *;[dll E!welwm%m
National Occupational Standards o L T Corgenan
ML OF BXEL CTYOLARMAE ) thin ol |mnd
& ENTPEFRENELR G P
LFS/N0213 : Prepare machines and accessories for the manufacturing process

Uinit Code | LFS/NO0213
Unit Title s
(Task)
‘Description

| Prepare machines and accessories for the manufacturing process

This NOS is about a Machine Operator ensuring housekeeping and safety in the
manufacturing area, preparing the machine by managing settings, carrying out tests
and regulating it to ensure that it runs flawlessly throughout the procedure and
setting parameters on the set-up machine. |
Scope The unit/task covers the following: |
o Equipment Readiness

* Raw material/material appropriateness
e Health & Safety

Performance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

National Occupational Standard

Eguipment Readiness | To be competent, the user/individual onthe job must be able to:

PCL. Take handover_frorri the édlteag@n previous shift and ensure that the machine,
surrounding areas and classified areas are clean, dry, sterilised {wherever
required) and fit for use as per the SOP to avoid contamination and highlight the
risk if any

PC2. set up machines at the beginning of the batch processing to ensure proper
working order and refer to the machine history received from the
supervisor/colleague at the time of handover

PC3. perform testing procedures to ensure that machines work optimally to carry out
production activities

PC4. ensure that the approach path from the input storage area to storage area for
output is free of obstructions to transportation

PC5. select the correct raw materials to be loaded

PC6. ensure that the material is from a respective batch and is checked by the
concerned supervisor and approved by the QA team

PC7. assemble the machinery properly

PC8. set critical parameters for the machinery (cycle time, temperature, pressure,
ampere load, spray rate, etc.) as per the company's SOP

PCI. keep all the accessories like cleaning brush, levers, release agent, etc. ready

PC10. monitor machines during every procedure to ensure optimum performance

PC11. perform random tests to ensure accuracy and maintain online documentation
for the same along with justifications for any wrong entries, if any

PC12. coordinate with maintenance teams for preventive maintenance

Raw material / PC13. ensure stocks of required materials are ready and available at all times
material PC14. ensure that the compound/material to be fed is approved by the laboratory as
appropriateness per SOP and record the receipt details like product name, batch name and

operator name
PC15. match the batch codefitem code , Authorized Return (AR} No of each
comp )Lnafﬁxaterlal with the batch code on the job schedule given by the
g Ot
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LFS/N0213 : Prepare machines and accessories for the manufacturing process

planning department, ensuring FIFQ (First in First Out) and further record the

name, shelf life and quantities during documentation

.| PC16. measure/weigh the raw material/compound as per the desired specifications
(shape, size and weight} and return the unused material to warehouse with the
appropriate label

PC17. ensure, by visual inspection, that the compound is of desired quality (free of
contamination/bloom), and reach out to the supervisor for rejection contral if
disparities exist o

Health & Safety PC18. ensure housekeeping/safety in the manufacturing area as per the SOP

PC19. maintain and clean the machines before and after batch processing

PC20. use lifting equipment such as forklift/trolleys while lifting heavy materials to
avoid physical injury

PC21. ensure that the lift/ejection/slide/pneumatic valve mechanism of the
machinery is properly functioning

PC22. ensure that signs indicating hot surfaces are put up wherever necessary

PC23. adhere to all safety norms {like wearing protective gloves, shoes)

PC24. comply with health, safety, environment guidelines, regulations in accordance

- with international/national standards or organizational SOP

Knowledge and Understanding (K)

A. Organisational | The user/ individual on the job needs@knnw and understand :
Context ' _
(Knowledge of the | KAl. organizational coding system of finished materials, compounds and the
Company/ company manual -
Organisation and KA2. different quality management systems {150-9000, 1S0-14001, QHSAS-18000)
its processes) and tools, good laboratory and manufacturing practices i

KA3. importance of identifying non- conformmg products and storage of the same

KA4. importance of FIFO :

KAS. handover/ takeover procedures and production workflow sequences to be
followed and materials required

KA6. organization’s vision and strategy

| B. Technical The user/ individual on the job needs to know and understand:
Knowledge
KB1. standard measuring units and methods of performing simple calculations

KB2. different standard reference material

KB3. operation of machinery and functioning of different types of machines like rapid
- mixer granulator, {pray coating machine) strip packing machine, blister
packaging machine. Riowledge of working of the machines used for the
manufactur ecified products listed below is expected:
Liquid @ﬁ‘%lnlme@— mogemgr_gm@ Preparation vessel, reactor
&tora ge Tank, Disp, mogenizer, Skid CIP-WIP System, Colloid Mill,
utomatlc F:IIm Mach: Semi-Automatic Cap Sealing Machine, lnduction

M
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LFS/N0213 : Prepare machines and accessories for the manufacturing process .

Injection — Multicolumn, Rectangular Steriliser, D.M. storage Tank, Dry Heat |
Sterilizer, Filling / Pressure Vessel,{Automatic Filiing Machige, Monobiock
Rotary Dry Powder Filling & Sealing Machine, Semi-Automatic Cap Sealing
Machine, Semi-Automatic Ropp Cap Sealing Machine & Screw Capping |
Machine, Automatic Single Head Ropp Cap Sealing Machine, Washing Machine,
On Line Inspection, Automatic Self Adhesive Vertical Labelling Machine |
KB4. operational characteristics of the materials, equipment and processes,
sufficient enough to recognize deviation from standard products and processes
KB5. usage of appropriate equipment, materials, processes and procedures

KB6. potential effects of variations in raw materials and equipment operation on the
quality of products

KB7. preventive measures to ensure proper working of machines

KB&. details of machine histary, efficiency, and output time and must possess the
aptitude to analyze this information

KBS. methods to identify breakdown of machinery

o

Skills S}

A. Core Skills/ ] Writing skills
Generic Skills

The user/ individual on the job needs t#&know and understand how to:

SA1l. maintain proper records as per given format

Reading and Understanding Skills

The user/individual on the job needs to know and understand how to:

SA2. read and interpret images, graphs, diagrams for typical product specifications,
job sheets, procedures, basic machine control panels, material labels and safety
information as provided

| Oral Communication {Listening and Spgaking skills}

The user/in‘diviaugt on the job needs to know and understand how to:

SA3. communicate with upstream teams

SA4.  workin a team and possess other behavioural skills required to support small
group activities

SA5.  communicate confidential and sensitive information discretely to authorized
person as per the SOP

B. Professional Skills | Analytical Thinking
The user/individual on the job needs to know and understand how to:

SB1. pay attention to detail
5B2. suﬁ.gg:iidmprovements(if any) in current ways of working

9|Pageu
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LFS/NO213 : Prepare machines and accessories for the manufacturing process
[ SB3. spot process disruptions and delays and report to supervisor
' |
Plan & Organize - B |
The user/individual on the job needs to know and understand how to:
SB4, plan and organize their assigned work in order to achieve specified deadlines
SB5. meet the desired work specifications
Decision Making
The userfindividual on the job needs to know and understand how to:
SB6. appropriately use the escalation matrix for complex decisions
Problem Solvmg [
The user/mdlvndual on thejob needs to know and understand how to:
hSB?. 59_|ve problems faced in day-to-day work
Critical Thinking
N'_ét Applicable @
Customer Centricity
Not Applicable
NOS Version Control

NOS Code

Credits{(NSQF)
Industry

Industry Sub-sector

Occupation

'10|Page

LFS/N0213

TBD Version number 1.0
Life Sciences Drafted on 15/12/14

Pharmaceuticals,
Biopharmaceuticals

{ast reviewed on 26/03/15

Manufacturing Next review date 01/06/17
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LFS/N0214 : Perform manufacturing operations

National Occupational
Standard

Overview

This Occupational Standard describes the knowledge, understanding and skills

required of a Machine Operamﬁorm manufacturing operations.
LAl Y
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LFS/NO214 :
Unit Code | LFS/NG214

Unit Title
(Task)
Description

Perform manufacturing operations

Perform manufacturing operations

This NOS unit is about a Machine Operator operating the machine, feeding raw
materials which needs to be processed into the machine, inspecting and resolving
any defaults in running of machinery and reporting any unresolved problems and
alsp inspect any defected material or products and report L

Scope The unit/ task covers the following:

= HRaw material/ material appropriateness

« Operation

Performance Criteria {PC) w.r.t the Scope

Element Performance Criteria

National Occupational Standard

Raw material/ To be competent, the user/individual on the job must be able to:
material ' I SN _
-appropriateness PC1. - handle the chemicals, materials and compounds appropriately to avoid
contamination .
Operation PC2. complete takeover of work and equ:pmenx_and conduct pre-start checks
PC3. start the equipment safely and perform dry,runs to warm hydraulics and
components to operating temperature before production, as required
PC4. load the identified material in the correct pattern as per the SOP to r
minimize material averflow/wastage/excess flash
PC5.  ensure smooth running of machines.and the pressure and temperature is |
maintained in the machines as per the specifications and adhere to the
production timelines
PCe.  adhere to the SOPs and guidelines for maintaining quality
PC7.  maintain both online and offfine records in the log books and other
documentation required as per GMP and GDP like — breakdown time, daily
'manufacturmg record, vield repoert, etc.
PC8. take appropriate safety steps while carrying out manufacturing operations
PC9. carry out status labelling and segregation of material/ intermediate/
finished goods as per SOPs
PC10. provide support for line clearance before the next batch is produced and
handover the work/ equipment to colleague in next shift in adherence of
the shift schedule
PC11. perform broad level in process checks and report results to supervisor
PC12. ensure and confirm correctness of online process parameters
PC13. minimize waste during entire production operations
PC14. coordinate and work with supervisor, team members in own department
and cross functions to achieve the production targets and to ensure
efficient workflow
PC15. take necessary steps as per SOP and escalation matrix in case of any
disagreement with coileagues ar in other conflict
! . 45 q_w’m,: o
12 !—-Ir 5 ‘SQ Jn! p ‘ ‘-":g_'gﬁyg;.,l
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Perform manufacturing operations

A. Organisational
Context
{Knowledge of the
Company/.
QOrganisation and
its processes)

B. Technical
Knowledge

skills (S}

A. Core Skills/
G_eneric skills

Knowledge and Understanding (K)

PC16. discuss with supervisor oh own performance and receive support and
feedback from supervisor or any other appropriate authority

The userfindividual on the job needs to know and understand:

KALl. impact of various practices on cost, quality, productivity, delivery and
safety

KA2. chemicals used in the industry and their functions, material segregation
and labelling procedures

KA3. risk and impact of not following defined procedures/work instructions

KA4. characteristics of the product/material
KAS5. methods of handover/takeover the equipment/work area as per
company’s SOP

The user/individual on the job needs to know and understand:

KB1. influence of different process parameters (e.g. time, temperature,
pressure) on manufacturing and pl’Od_UCt performance

KB2. good practices to be followed while working on machines

KB3: basics of GMP

KB4. purpose and requirements of ‘dry runnih'gi!géfbre starting production

KB5. potential effects of variations in raw materials and equipment operation on
the quality of products

KB6. factors which may affect product quality or production output and must be
aware of appropriate remedies

Writing Skills N
The user/ individual on the job needs to know and understand how to:

SA1. record and communicate details of work done to appropriate people using
written/typed report

Reading skills

The user/individual on the job needs to know and understand how to:

SA2. read and interpret images, graphs, diagrams for typical product
specifications, job sheets, procedures, basic machine control panels,
material labels and safety information as provided

SA3. read and understand manuals, SOPs, health and safety instructions, memos,
reports, job cards etc.

| Oral Communication {Listening and Speaking skil_lﬁ

| The user/individual on the job needs to know and understand how to: |
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LFS/N0214 : Perform manufacturing operations

SA4. disclose information only to those whao have the right and need to know it

SAS5. communicate confidential and sensitive information discretely to authorized
person as per the SOP

SAG. share in a precise manner information about machine’s previous history

SA7. share in a precise manner the information about critical machine
parameters

B. Professional Skills Analytlcal Thinking
The user/mdawdual an thejob needs to know and understand how to:

| SB1. pay attention to detail
$B2. suggest improvements{if any) in current ways of working
SB3. spot equipment/process disruptions and delays and report to supervisor
| Plan & Organize '
The user/iridividual on the job needs to know and.understand how to:
|
SB4 plan and organize assigned work in order to achieve specified deadlines as
| per the schedule prowded _
| 5B5. ‘meet the desired work spemfnc.ations
'r Decision Making

| The user/individual on the job needs to know and understand how to:

S$B6. appropriately use the escalation matrix for complex decisions
Problem Solving

The user/mdlwdual onthe job needs to know and understand how to:

| SB7. solve problems faced in day-to-day work
Critical Thinking

Not Applicable

Customer Centric_itv

\ m@\m é‘
P

%m 'ﬁj

Not Applicable
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LFS/N0214 : Perform manufacturing operations

NOS Version Control

NOS Code LFS/NO214
Ceasisan R o
Industry Life Sciences Drafted on 15/12/14
tndustry Sub-sector P!iarmaceutlcal? ’ Last reviewed on 26/03/15
Biopharmaceuticals
Next review date o1/06/17

Manufacturing

Occupation
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LFS/NO103 : Ensure cleanliness in the work area

National Occupational
Standard

Rty

Overview

This Occupational Standard describes the knowledge, understanding and skills
required of a Machine Operator to ensure cleanliness in the work area by carrymg

out housekeeping of their respective area.
g ‘_v\mmwé
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LFS/NO103 : Ensure cleanliness in the work area
Unit Code | LFS/N0103
‘Unit Title |
[Task)
Description

Ensure cleanliness in the work area

This NOS unit is about the Machine Operator to carry out housekeeping activities for
respective area

Scope This unit/task covers the following:

* Pre housekeeping activities
e Operations

e Post housekeeping activities

Performance Criteria {PC) w.r.t. the Scope

Element Performance Criteria

Pre housekeeping | To be competent, the user/individual on the job must be able to:

activities

PC1.. inspect the area while taking into account various surfaces

PC2. i'dént?fy the material requirements for‘cfeanin'g the areas inspected, by

] considermg risk, time, efficiency and type of stain R |

PC3. ensure that the cleaning equlpment is in proper workmg condition

PC4. select the suitable altemattves for cleamng the areas in case the appropriate
equipment and materials are not aval%{é and mform the appropriate person

PC5. plan the sequence fcr cleanmg the areato avcld re-sonimg clean areas and
surfaces

PC6. inform the affected people about the cleaning activity 7

PC7. ‘dlsplay the appropriate sngnage for the work being conducted

PC8. ensure that there is adequate ventilation for the work being carried out

PC9. wear the personal protective equipment required for the cleaning method and

materials being used

National Occupational Standard

Operations PC10. use the correct cl_éa___ning method fc;r_tjhe WOrk area, type of soil@and surface

PC11. deal with accidental damage, if any, caused while carrying out the work

PC12. report to the appropriate person any difficulties in carrying out work

PC13. identify and report to the appropriate person any additional cleaning required
that is outside one’s responsibility or skill

Post housekeeping | PC14. ensure that there is no oily substance on the floor to avoid slippage

activities PC15. ensure that no scrap material is lying around

PC16. maintain and store housekeeping equipment and supplies

PC17. follow workplace procedures to deal with any accidental damage caused during
the cleaning process

PC18. ensure that, on completion of the work, the area is left clean and dry and meets
requirements

PC19. return the equipment, materials and personal protective equipment that were

L used to the right places making sure they are clean, safe and securely stored
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Ensure cleanliness in the work area

A. Organisational
Context

and its
processes)

B. Technical .
Knowledge

A. Core Skills/
Generic Skills -

(Knowledge of | -
 the Company/
-_Organisation.

pC20.
PC21.

dispose the waste garnered from the activity in an appropriate manner

and clean the equipment thoroughly
maintain schedules and records for housekeeping duty
replenish any necessary supplies or consumables

PC22.
PC23.

Knowledge and Understanding (K)

The userfindividual on the job needs to know and understand:

KA1, I_evéls of hygiene required by storage area and irﬁportance of maintaining the
same

KA2. methodology for storage area inspection with methods and materials required
for cleaning variety of surfaces and equipment

KA3. the method to check the treated surface and equipment on completion of
cleaning

KA4. procedures for reporting any unidentified soiling

KAS. escalation procedures for soils or stains that could not be removed

dispdse of used and un-used solutions according to manufacturer’s instructions,

3 Tﬁe user/?ndividual on the job needs to know*and understand:

KB1. role of different matenals, chethaIs 'ﬂ: cfui‘pm__ent )
KB2, - Good Laboratory Practices and Good

anufacturing Practices guidelines

Writing Skills

The userf mdlwdual on the job needs to know and understand how to

re_cord and communicate details of work done to appropriate people using
written/typed report or computer based record/electronic mail

SAlL.

_The user/individual.:an the job needs to know and understand how to:

Reading and Understanding Skills

SA2. understand the various coding systems as per company norms

Oral Cqm_m’unicafion (Listening and Speaking skills)

The user/iﬁividual on the job needs to know and understand how to:

SA3. communicate with upstream and downstream teams
SA4. disclose information only to those who have the right and need to know it.
B. Professional Critical Thinking
Skills The user/individual on the job needs to know and understand how to:
Ei ."I .,-".
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LFS/N0O103 : Ensure cleanliness in the work area

SB1. suggest improvements(if any) in process based on experience

Decision Making

SB2. make decisions to maintain cleanliness in the area of work

Analytical Thinking

Not Applicable

Decision Making

Not Applicable

Plan and Organize

Not Applicable

Customer Centricity

Not Applicable

g&:ﬁ_ L
NOS Version Control
NOS Code LFS/N0103

1.0
22/12/14

Credits(NSQF) 8D

Industry Life Sciences Drafted on
Pharmaceuticals and
Bio Pharmaceuticals
Manufacturing, Quality,

Supply Chain, R&D
[ Fﬂdllv“':‘\

industry Sub-sector Last reviewed on 15/05/15

QOccupation Next review date 01/06/16
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LFS/N0102 : Carry out reporting and documentation

National Occupational
Standard

()

Overview

This Occupational Standard describes the knowledge, understanding and skills
required of a Machine Operator to carry out reporting and documentation.
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LFS/N0102 : Carry out reporting and documentation
Unit Code | LFS/N0102
Unit Title 310 | VAN e 1 L 0wl
[Task)
Description

|
Carry out reporting and documentation

This NOS is about a Machine Operator for reporting ,recording and documentation of
_data/problem/incidents etc. and to maintain information security
Scope The unitftask covers the following:

e Reporting. '

e Recording and documentation

e [Information security

Perfarmance Criteria (PC) w.r.t. the Scope

Element Performance Criteria

To be competent, the user/individual on the job must be able to:
PC1. report data/problems/incidents as applicable in a timely manner

PC2. - report to the appropriate au_thprity as laid down by the company
PC3.  follow reporting procedures as prescribed by the company

Reporting

National Occupational Standard

Recording and PC4. identify documentation to be completed relating to one’s role
documentation 'PCS.  record details accurately in an appropriate format
PC6. complete all documentation within stipulated time according to company
procedure | x

PC7. ensure that the final document meets regulatory and compliance requirements
PC8. make sure documents are available to all appropriate authorities to inspect

| Information Security |PC9.- respond to requests for information in an appropriate manner whilst following
organizational procedures
PC10. inform the appropriate authority of requests for information received

Knowledge and Understanding {K)

A. Organisational The user/individual on the job needs to know and understand:
Context
{Knowledge of the. | KAL. types of documentation in organization, importance of maintaining the same
Company/ : and different methods of recording information

Organisationand | kx> the importance of reporting incidents where standard operating procedures are
its processes) ‘
not followed
KA3. the importance of complete and accurate documentation
KA4. production workflow sequences and materials demand 7
KAS. escalation matrix for reporting identified issues, hazards and breakage

8. Technical The user/individual on the job needs to know and understand:
Knowledge _
KB1. methods of obtaining and interpreting records, charts, specifications,
equipment manuals, history/technical support reports and other documents

21| Page
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LFS/NQ102 : Carry out reporting and documentation
Skills [5)
A. Core Skills/ Writing skills
Generic Skills The user/ individual on the job needs to know and understand how to:

SAl. record and communicate details of work done to appropriate people using
written/typed report _
SA2. maintain proper records as per given format
-Reading skills

The user/individual o.n tHe jdb needs to know and.understand how to:

SA3. read and understand manuals, SOPs, health and safety instructions, memos,
reports, job cards etc.

SA4. read and interpret images, graphs, diagrams for typical product specifications,
job sheets, procedures, basic machine control panels, material labels and
safety information as provided

SAS. " use and interpret the various coding systems as per company norms

Oral Communication (Listening and Speaking skills)

-
o

The user/individual on the job needs to know and understand how to:
: R L B e
-SA6. disclose information only to those whé have the right and need to know it
SA7. communicate confidential and sensitive information drscretely to authorized
9 person as per SOP
SA8. communicate with people in.2 proper form and manner and use language

that is open and respectful

. B. Professional Skills | Analytical Thinking y
The user/fﬁdividual on the job needs to know and understand how to:

SB1. pay attention to detail
$B2. use automated report writing and documentation technologies

Critical Thinking
The user/individual on the Job needs to know and understand how to:

SB3. suggest improvements(if any) in process based on experience

Plan an'ﬁrgaﬂi'se

The user/individual on the job needs to know and understand how to:

SB4. learn from experience in a range of settings and scenarios and the capacity to
reflect on and analyse one’s learning

"Problem Solving
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Carry out reporting and documentation

The user/individual on the job needs to know and understand how to: ‘

SB5. act objectively, rather than impulsively or emotionally when faced with
difficutt/stressful or emotional situations

Customer Ce_ntr'ic_ity

Decision Making

Not Applicable

Not Applicable

NOS Version Control

NOS Cade

Credits(NSQF)
Industry

Industry Sub-sector

Occupation
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LFS/N0215 : Carry out broad level quality checks kefore, in-process and post manufacturing

National Occupational
Standard

-

Overview

This Occupational Standard describes the knowledge, understanding and skills
required of a Machine Operator to carry out broad level quality checks before, in-
process and post manufacturing.

\ oo
Chalapatht Institute of Pharmaceutical Sciences
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LFS/NO215 : Carry out broad level quality checks before, in-process and post manufacturing

Unit Code LFS/ND215
‘Unit Title i
(Task)
Description " | This NOS unit is about a Machine Operator ‘carrying out quality checks to identify |
problems through inspection and analysis activities |
Scope The unit/ task covers the following:

* Inspection

e Analysis Activities

Carry out broad level quality checks before, in-process and post manufacturing

Performance Critetia (PC) w.r.t. the Scope

Element Performance Criteria

Inspection To be competent, the user/findividual on the job must be able to:

PC1. -ensure that the total range of checks are regularly and consistently performed
PC2. check that the products materials and equipment meet the requirements for

=
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production
| PC3. use approprlate measurmg instruments, equment tools, accessories etc. ,as
required
Analysis | PC4. identify non-conformities to quality;aﬁsijrance standards

PC5. identify potential causes of non-conformities to quality assurance standards
PC6. identify impact on final product due to non- conforrnance to company
standards

PC7. evaluate the need for action to ensure that problems do not recur
PC8. suggest corrective action to address problems
PC9. review effectiveness of corrective action

Knowledge and Understanding {K)
A. Organisational

The user/individual on the job needs to know and understand:

Context
{Knowledge of the | KAL. risk and impact of not following defined procedures/work instructions
Company/ KA2. escalation matrix for reporting identified issues, hazards and breakage

Organisation and KA3

; . implications of inaccurate measurements and testing equipment
its processes)

KA4, implications (impact on internal/external customers) of defective products,
materials or components

KAS5. reason and impact of problems affecting the equipment

KA6. measures, steps and possible solutions that have been identified/taken to
address previous problems

KA7. the correct method for sampling, identification of non-conforming products and
carrying out corrective actions outlined for each problem

KA8. importance of identifying non-conforming products and labelling and storage of
the same

f’vm
S*-“
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LFS/N0215 : Carry out broad level quality checks before, in-process and post manufacturing
8. Technical | The user/mdwldual on the job needs to know and understand:
Knowledge

KB1. implications of delays in the preparation process

KB2. possible causes of common machinery problems and their remedies

KB3. influence of different process parameters (e.g. time, temperature, pressure) on
f manufacturing and product performance

KB4. good practices for working on machines

KB5. factors which may affect product quality or production output and appropriate
remedies

KB6&. correct method / procedure for processing samples

KB7. how to interpret the sample gquality check results

A. Core Skills/ Writing skills
Generic Skills

The use-r/ individual on the job needs to know and understand how to:

SA1. -'r_eg:drd and communicate details of work done to appropriate people using
written/typed report.

Reading skills

The user/individual on the job needs to know and understand how to:

SA2. read and understand manuals, SOPs, health and safety instructions, memos,
reports, job cards etc.

SA3. read and interpret |mages graphs, diagrams for tvplcal product specifications,
Job sheets, procedures, basic machine control panels, materlal labels and
safety information as provided

SA4. - use and interpret the various coding systems as per company nhorms

: Oral Communication (Listening and Speaking skills)

The user/individual on the job needs to know and understand how to:

SA5. communicate with other teams

SA6. disclose information only to those who have the right and need to know it.

SA7. communicate confidential and sensitive information discretely to authorized
person as per SOP

SA8. communicate with people in an appropriate form and manner and use
language that is open and respectful

| B. Professional Skills | Analytical Thinking

The user/individual on the job needs to know and understand how to:

SB1. pay attention to detail
$B2. diagnose common quality issues/non-conformities etc.
SB3. suggest improvements(if any) in current ways of working

— ("GF FHMM}
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LFS/NO215 : Carry out broad level quality checks before, in-process and post manufacturing
Decision Making

The user/individual on the job needs to know and understand how to:

5B4.. appropriately use the escalation matrix for complex decisions
SB5. appraopriately highlight and escalate identified issues
Critical Thinking

Not Applicable

Plan and Qrganize

Not Applicable

Problem Solving

Not Applicable

Customer Centrﬂ:ity

Not Applicable

NOS Version Control

LFS/N0215

NOS Code

Credits(NSQF} T8D Version number 1.0
Industry Life Sciences Drafted an 15/12/14

Ph
. armaceutical.s ’ Last reviewed on 26/03/15
Biopharmaceuticals

Occupation Manufacturing 01/06/17
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LFS/N0101 : Maintain a healthy, safe and secure working environment in the life sciences facility

National Occupational
Standard

Overview

This Occupational Standard is about the knowledge, understanding and skills
required by a Machine Operator to ensure healthy, safe and secure working
environment in the life sciences facility
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LFS/NO101 : Maintain a healthy, safe and secure working environment in the life sciences facility

Unit Code LFS /N0101

Unit Title
| {Task)
Description

Maintain a hezlthy, safe and secure working environment in the life sciences facility

This NOS unit is about a Machine Operator monitoring the working environment and
making sure that it meets the requirements for health, safety and security in the
pharmaceutical/contract research/biopharmaceutical! facility/ manufacturing/ testing/
analysis/ research laboratory.
Scope This unit / task covers the following:
Ensuring healthy, safe and secure working environment:
e self monitor and adhere to safety principles and standards
* ensure behavioural safety by workmen to ¢GMP and applicable safety
standards on the shop floor/ laboratory
* report any identified breaches in health, safety, and security policies and
procedures to the designated person
Managing emergency procedures:

National Occupational Standard

s - illness
‘®  gccidents
o fires

other reasons to evacuate the premises
breaches of security

Performance Criteria (PC) wrt the Scope

Element Performance Criteria

Ensuring healthy, To be competent the user/individual on the job must be able to:
safe and secure PC1. " observe and comply with the company’s current health, safety and securlty
working environment policies and procedures

PC2. while carrying out work, use appropriate safety gears'like head geaf, masks,
gloves and other accessories as mentioned in the guidelines

PC3. report any identified breaches in health, safety, and security policies and
procedures to the designated person A ’

PC4. responsible for maintaining discipline at the shop-floor/ production area

PCS. identify and correct any hazards that the individual can deal with safely,
competently and within the limits of their authority

PC6. adhere and comply to storage and handling guidelines for hazardous material

PC7. identify and recommend opportunities for improving health, safety, and
security to the designated person

PC8. complete any health, safety and security activities like safety drills and prepare
records legibly and accurately

Managing emergency | PC9. report any hazards that the individual is not competent to deal with to the

procedures refevant person in line with organizational procedures and warn other peaple
who may be affected

PC10. follow the company’s emergency procedures promptly, calmly, and efficiently

Knowledge and Understanding (K)
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LFS/NO101 : Maintain a healthy, safe and secure working environment in the life sciences facility
B. Organisational The user/ individual on the job needs to know and understand: :
Context _
{Knowledge of the | KAl1. legislative requirements and company’s procedures for health, safety and
Company[ security and individual’s role and responsibilities in relation to this
prgani-sation and KA2. whatis meant by a hazard, including the different types of health and safety
iS[prccess hazards that can be found in the workplace
KA3. how and when to report hazards
KA4. limits of individual responsibility for dealing with hazards
KAS. the organization’s emergency procedures for different emergency situations
and the importance of following these
KAG. the importance of maintaining high standards of health, safety and security
KA7. implications that any non-compliance with health, safety and security may
have on individuals and the organization
KA8. health hazards and its implications if any in the production process

[ "B Technical
Knowledge

€. Core Skills/
Generic Skills

The user/ individual on the job needs to know and understand:

KB1.

KB2.
KB3.

KB4,
KES5.

KB6.

Writing skills

different types of breaches in health, safety and seéu'rity and how and when to
report these =

evacuation procedures for workers and visitors "

how to summon medical éésistancefa_.nﬁ the emergency services, where
necessary <

how to use the health, safety and accident reporting procedures and the
importance of these '

different types of occupational health hazards

knowledge of chemical substances, their characteristics and required
precaution and safety measures

The user/ individual on the job needs to know and understand how to:

SAl. complete accurate, well written work with attention to detail

Reading skills

The user/ individual on the job needs to know and understand how to:

SA2. read instructions, guidelines, procedures, rules and service level agreements

Oral Communication (ti’sterﬁng and Speaking skills)

The user/ individual on the job needs to know and understand how ta:
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_LE/NOlOl : Maintain a healthy, safe and secure working environment in the life sciences facility
D. Professional Skills | Decision making

The user/ individual on the job needs to know and understand how to:

SB1. make decisions on suitable courses of action

Plan and Organise
The user/ individual on the job needs to know and understand how to:

 5B2. plan and organize work to meet health, safety and security requirements
Problem solving
The user/ individual on the job needs to know and understand how to:

SB3. apply problem solving approaches in different situations
| Analytical thinking : _ .
The user/ individual on the job needs to know and understand how to:

SB4. analyse data and activities..
Critical thinking _ = -
The user/ individual on the job needsto know and understand how to:

'$B5. _apply balanced judgments to different situations.
Customer Centricity

Not Applicable

NOS Version Control

NOS Code LFS/NO101

Credits(NSQF) TBD Version number 1.0
Industry Life Sciences Drafted on 26/06/14

Pharmaceuticals and
Bio Pharmaceuticals

Manufacturing, Quality,
Supply Chain, R&D

Last reviewed on 15/05/15

Industry Sub-sector

Qccupation Next review date 01/06/16
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Qualifications Pack For Production/Machine Operator —Life Sciences
Annexure

Nomenclature for QP and NOS

Qualifications Pack
9 characters

LtFS/ Q0101

LFS I J E QP Number (2 numbers)

Occupation {2 numbers)

Q denoting Qualification Pack

Occupational Standard

An example of NOS with ‘N’
(&)
9 characters 7 2
LFS /N 0101
LFS | 0S Number {2 numbers)
N denoting National Occupational Standard = F — Occupation (2 numbers)

o
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Qualifications Pack For Production/Machine Operator —Life Sciences

The following acronyms/codes have been used in the nomenclature above:

Sub-Sector Range of Occupation Numbers

Pharmaceutical and Biopharmaceutical 01-10

and Contract Research

Pharmaceutical 11-20
Biopharmaceutical 21-30
Contract Research 31-40
Sequence Description Example
Three letters Industry name LFS
Slash k) '. 7
Next letter Whether QP or NOS Q/N.
Next two numbers Occupation code S 01
Next two numbers 0S number 01
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Qualifications Pack For Production/Machine Qperator —Life Sciences
CRITERIA FOR ASSESSMENT OF TRAINEES

Job Role Production/Machine Operatar — Life Sciences

Qualification Pack LFS/Q0207

Sector Skill Council Life Sciences Sector Skill Development Council

Guidelines for Assessment:
1. Criteria for assessment for each Qualification Pack will be created by the Sector Skill Council.
Each Performance Criteria (PC) will be assigned marks proportional to its importance in NOS. S5C
will also lay down proportion of marks for Theory and Skills Practical for each PC.

2. The assessment for the theory part will be based on knowledge bank of questions created by the
SSC.

3. Individual assessment agencies will create unique question papers for theory part for each
candidate at each examination/training center {as per assessment criteria below)

4. Individual assessment agencies will create unigue evaluations for skill practical for every student
at each examination/training center based on this criteria

5. To pass the Qualification Pack , every trainee should score a minimum of 70% in every NOS
6. In case of successfully passing only certain number of NOS's, the trainee is eligible to take
subseguent assessment on the balance NOS's to pass the Qualification Pack.

Marks Allocation

Assessment Assessment Criteria of Outcomes Total .
Skills
Outcome Marks | Out Of Theory Practical
(600)
LF5/NO213 PC1. Take handover from the
{Prepare colleague in previous shift and
machines and ensure that the machine,
accessories far surrounding areas and
the classified areas are clean, dry, 4 2 2
manufacturing sterilised {(wherever required)
process) and fit for use as per the SOP to

avoid contamination and
highlight the risk if any

PC2. set up machines at the
beginning of the batch
processing to ensure proper 100
working order and refer to the 4 2 2
machine history received from
the supervisor/colleague at the
time of handover

PC3. perform testing procedures to
ensure that machines work
optimally to carry out
production activities

PC4. ensure that the approach path
from the input storage area to 4 2 2
storage area for output is free |

IM|Page
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Qualifications Pack For Production/Machine Operator —Life Sciences

| of obstructions to |
transportation B

PC5.select the correct material to be
loaded _

PC6. ensure that the material is from
a respective batch and is
checked by the concerned 4 2 2
supervisor and approved by the
QA team |

PC7.assemble the machinery properly | 4 2 2

PC8. set critical parameters for the |
machinery {cycle time,
temperature, pressure, ampere 4 2 2
load, spray rate, etc.} as per the

| company’s SOP

PCS. keep all the accessories like .
cleaning brush, levers, release 4 2 2
agent, etc. ready

PC10. monitor machines during every
procedure to ensure optimum 4 2 2
performance B

PC11. perform random tests to
ensure accuracy and maintain
online documentation for the 4 2 2
same along with justifications
for any wrong entries, if any

PC12. coordinate with maintenance
teams for preventive 4 2 2

| maintenance

PC13. ensure stocks of required
materials are ready and 4 2 2
available at all times

PC14. ensure that the
compound/material to be fed is
approved by the laboratory as
per SOP and record the receipt
details like product name,
batch name and operator name

PC15. match the batch code/fitem
code , authorized return (AR)
No. of each
compound/material with the
batch code on the job schedule
given by the planning
department, ensuring FIFO and
further record the name, shelf ,

NExpa===
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life and quantities during
documentation

L
|PC18.

PC16. measure/weigh the raw
material/compound as per the
desired specifications (shape,
size and weight) and return the
unused material to warehouse
_ with the appropriate label

PC17. ¢ ensure, by visual inspection,

that the compound is of desired

quality {free of
contamination/bloom), and
reach out to the supervisor for
rejection control if disparities
exist

ensure housekeeping/safety in

the manufacturing area as per

the SOP

'PC19.

maintain and clean the
machines before and after
batch processing

'PC20.

use lifting equipment such as
forklift/trolieys while lifting
heavy materials to avoid
physical injury

PC21.

ensure that the
lift/ejection/slide/pneumatic
valve mechanism of the
machinery is properly
functioning

PC22. ensure that signs indicating hot
surfaces are put up wherever

necessary

PC23. adhere to all safety narms (like
wearing protective gloves,
shoes)

PC24. comply with health, safety,
environment guidelines,
regulations in accordance with
international/national
standards or organizational SOP

Total

100

LFS/N0214
{Perform
manufacturing

PC1. handle the chemicals, materials
and compounds appropriately

. . 100
- to avoid contamination

operations)

PC2.conduct pre-start checks {
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B PC3. start the equipment safely and |
perform 'dry runs' to warm
hydraulics and components to 10 5 5
operating temperature before
prodﬁction, as required
PC4. load the identified material in
the correct pattern as per the
| SOP to minimize material
overflow/wastage/excess flash
PC5. ensure smooth running of
machines and the pressure and
temperature is maintained in
the machines as per the
specifications and adhere to
the production timelines

PC6. adhere to the SOPs and
guidelines for maintaining 6 3 3
quality

PC7. maintain both anline and offline
records in the log books and |
other documentation required
as per GMP and GDP like - 6 3 3
breakdown time, daify
manufacturing record, yield
report, etc B

PC8. take appropriate safety steps
while carrying out 5 2 3

| manufacturing operations

PC9. carry out status labelling and

segregation of material/

intermediate/ finished goods as 4 2 2
per SOPs
PC10. provide support for line
clearance hefore the next batch
is produced and handover the
. 4 2 2
work / equipment to colleague
in next shift in adherence of the
- shift schedule
PC 11. perform broad level in-
process checks and report 4 2 2
results to supervisor
PC12. ensure and confirm
correctness of anline process 6 3 3
parameters
PC 13. minimize waste during entire 4 2 7
- i
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Qudlifications Pack For Production/Machine Operator —Life Sciences
PC14. coordinate and work with [
supervisor, team members in
own department and cross
functions to achieve the
production targets and to
ensure efficient workflow
PC15. take necessary steps as per
SOP and escalation matrix in
case of any disagreement with
colteagues or in other conflict
PC16. discuss with supervisor on own
performance and receive
support and feedback from 4 2 2
supervisor or any other
appropriate authority . |
Total 100 48 | 52
LFS/NQ103 PC1.inspect the area while taking into |
{Ensure account various surfaces L
cleanliness in  |PC2.identify the material |
the work area) requirements for cleaning the
areas inspected, by considering S 2 | 3
risk, time, efficiency and type of
stain
PC3.ensure that the cleaning |
equipment is in proper working 5 2 | 3
|

— e —eee -

: condition
PC4.select the suitable alternatives
for cleaning the areas in case
the appropriate equipment and 4 2 2
materials are not available and
inform the appropriate person | 100
PC5.plan the sequence for cleaning
the area to avoid re-soiling 4 2 2
 clean areas and surfaces
PC6.inform the affected people about
the cleaning activity |
PC7.display the appropriate signage |
for the work being conducted
PC8.ensure that there is adequate
ventilation for the work being 5 2 3
carried out
PC9.wear the personal protective
equipment required for the
cleaning method and materials
being used

L : e P ICIPAL J
Chalanath: Institute of Pharmaceutical Sciences
(Autonomaus)
Chaiapathi Nagar LAM, GUNTUR- g,



g Jely wsoog

. = Mational

N@ S 4 Ek!?! Develgpment
Strert aRY [ A PRTaLias

Hatlona) Decupstions) Stendards e er | Tansiyoning sha shifamiscape
& FNTRFFRRNRLRE MR

Qualifications Pack For Production/Machine Operator —Life Sciences

PC10.use the correct cleaning
method for the work area, type 4 2 2
of sailing and surface

PC11.deal with accidental damage, if
any, caused while carrying out
the work

PC12.report to the appropriate

person any difficulties in 4 2 2

|

.
[N}
[N}

. carrying out work

PC13.identify and report to the
appropriate person any
additional cleaning required
that is outside one’s
responsibility or skill

|PCl4.ensure that there is no oily [
substance on the floor to avoid 4 2 2
slippage

PC15.ensure that no scrap material is
lying around

PCl6.maintain and store
housekeeping equipment and 4 2 2
supplies

PC17.follow workplace procedures to |
deal with any accidental |
damage caused during the
cleaning process ]

PC18.ensure that, on completion of
the work, the area is left clean
and dry and meets
requirements . - | (-

PC19.return the equipment, materials | |
and personal protective
equipment that were used to
the right places making sure
they are clean, safe and

| securely stored

PC20.dispose the waste garnered
from the activity in an 5 2 3
appropriate manner

PC21.dispose of used and un-used
solutions according to
manufacturer’s instructions, 5 2 3
and clean the equipment
thoroughly

PC22.maintain schedules and records 3
for housekeeping duty
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PC23.replenish any necessary 5 5 3
| supplies or consumables ] | | ]
Total _ 100 | 46 54
LFS/N0102 PCl.report data/problems/incidents
{Carryout | as applicable in a timely ' 10 5 5
reporting and manner -
documentation) |PC2.report to the appropriate
authority as laid down by the 10 5 5
company
PC3.follow reporting procedures as | 10 5 5
[ prescribed by the company .
PC4.identify decumentation to be
completed relating to one’s 10 5 S
role | | .
PC5.record details accurately in an | 10 5 5
appropriate format | |
iPCG.compIete all documentation '
within stipulated time 100 10 5 5
according to company
| procedure
PC7.ensure that the final document
meets regulatory and 10 5 5
compliance requirements | -
PC8.make sure documents are '
available to all appropriate 10 5 5
authorities to inspect
PC9.respond to requests for
information in an appropriate 10 5 5
manner whilst following
| arganizational procedures
|PC10.inform the appropriate
authority of requests for 10 4 6
_ information received o
Total | 100 | 48 51
LFS/NQ215 PCl.ensure that total range of checks |
{Carry out are regularly and consistently 10 5 5
broad level | performed |
quality checks |PC2.check that the products,
before, in- materials and equipment meet 10 5 5
process and the requirements for 100
post production |- |
manufacturing) |PC3.use appropriate measuring
instruments, equipment, tools, 10 5 5
| accessories etc. as required
| PC4.identify non-conformities to 10 5 | 5 |
— =} quality assurance standards | L }
,\ [
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PC5.identify potential causes of non- |
conformities to quality 10 5 5
_assurance standards
PC6.identify impact on final product
due to non-conformance to 15 7 8
company standards
PC7.evaluate the need for action to
ensure that problems do not 10 5 5
recur
PC8.suggest corrective action to
address problems
PC9.review effectiveness of |
_carrective action _ !
Total 100 | 49 | 51
LFS/NO101 PC1.observe and comply with the [ |
{Maintain a company's current health, 10 5 5
healthy, safe safety and security policies and
and secure | procedures
working PC2.while carrying out work, use
environment in appropriate safety gears like
| the life sciences head gear, masks, gloves and 10 5 5
-facility) other accessories as mentioned
in the guidelines
PC3.report any identified breaches in
health, safety, and security
policies and procedures to the
designated person
PC4. responsible for maintaining |
discipline at the shop-floor/ 10 5 S
production area 100
PCS. identify and correct any hazards
that the individual can deal
with safely, competently and 10 5 5
within the limits of their
authority
PC6.adhere and comply to storage
and handling guidelines for 10 5 5
| hazardous material
PC7.identify and recommend
opportunities for improving

12 6 6

13 6 7

10 5 5

5
health, safety, and security to 10 3
the designated person 1
PC8. complete any health, safety and
security activities like safety 10 a 6

drills and prepare records
legibly and accurately |

\GusS
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PC9. report any hazards that the
individual is not competent to
deal with to the relevant
person in line with

" organizational procedures and
warn other people who may be
affected

|PC10. follow the company’s

emergency procedures
promptly, calmly, and
efficiently

10

10

Total

100

48

52
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PROFESSIONAL ETHICS AND HUMAN VALUES
- [THEORY -50Hours]

|l Scope of the subject:
i 1. To bring awareness among pharmacy graduates on ethics and human
| values.

2. To understand the ethical theories and their application to work ethics.

3. To know various codes of ethics used by professional bodies.

4. To understand the concepts of corruption and its measures.
Il 5. Tolearn about professional responsibility as a pharmacist.

-Qutcomes of the subject:

'The student will be able to:
‘a) Develop awareness on ethics and human values ‘
_b) Become morally and socially responsible.
-¢) Motivate others on moral values.

|
§| Unit Topic | Duration References
No. (Hours)
01 Human Values: Morals, Values
and ethics - Integrity - Work R.S.Naagarazan
ethics - Service learning, Civic Professional ethics and ||
. virtue, Respect for others, Living Human values Edition ‘
peacefully - Caring, Sharing, | 06 hrs |I, New Age International
Honesty, Courage, Valuing time, Pvt.Ltd., Edition -1,
Co-operations, Commitment, Chapter — 1 ‘
1 Empathy, Self confidence,
1 Character and Spirituality. ‘
|l 02 |Introduction to professional
ethics, corruption and its
measures:
Need of ethics in pharmacy,
changing times, RPSGB
guidance, ethical norms, moral Joy Wingfield and David
relativism, facts and values,| 07 hrs |Badcott, Pharmacy
: ethical theories and concepts. ethics and decision
Corruption in  public life, making,
: economic impact of corruption, Pharmaceurical press, |||
; payments that equate supply and Edition I, Chapter — 1. ‘
" demand; bribes as incentive }
E payments, bribes to reduce costs, oyl / )\
1 organized crime and corruption. L QL '| b
1 Anti-corruption measures - Anti ~* PRINCI hy
‘I Corruption. Bureau (ACB), Central Chalapathi Institue of Phamat 3l Seiences
{ L. -Vigilance_— Commission  (CVC), | {Autonome uNTUR-34
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Central Bureau of Investigation
(CBI), lok-adalats, Ombudsman,
Comptroller and auditor general
(CAG} and Right to information.

03 | Moral concepts and reasoning
in pharmacy:

Moral issues, rational inquires,| 07 hrs
moral autonomy, moral
reasoning and pharmacist, moral
development theories, justice
and human rights, trust and
truthfulness and moral
dilemmas.

1.R.S.Naagarazan
Professional ethics and
Human values Edition
I, New Age International
Pvt.Ltd., Edition -1,
Chapter - 2

2.Joy Wingfield and
David Badcott,
Pharmacy ethics and
decision - making,
Pharmaceurical press,
Edition I, Chapter — 4.

04 Professionalism and Industrial
ethics:

Pharmacy and professionalism,
ethical basis in professionalism | 07 hrs
and accountability, industrial
ethics, Pharmacist in different
clusters with different ethical
issues - ethical issues in clinical
pharmacy practice, community
pharmacy and manufacturing of
pharmaceutical products.

1. Joy Wingfield and
David Badcott,
Pharmacy ethics and
decision making,
Pharmaceurical press,
Edition I, Chapter — 4.
2. R.S.Naagarazan
Professional ethics and
Human values Edition
I, New Age International
Pvt.Ltd., Edition -
1Chapter — 2

05 |Professional societies and
various pharmaceutical
associations:

Indian Pharmaceutical Congress
Association, Indian
Pharmaceutical Association,
Indian Hospital Pharmacists| 06 hrs
Association, Indian Pharmacy
Graduates Association,
Association of Pharmaceutical
Teachers of India, The All India
Drug Control Officers
Confederation, Indian Society for
Technical Education, National
.| Pharmaceutical Pricing Authority
.. l'and Other allied professional
-7 | societie$/ associations

1. Professional
Pharmacy — M.L.
Schroff

2. Harikishan singh:
History of Pharmacy in
India and related
aspects, volume I, II
and IIT Pharmacopoeias
and formularies, 1st
edition, Vallbh
Prakashan, 2005.
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CHALAPATHI INSTITUTE OF PHARMACEU"FICAL SCIENCES
CHALAPATHI NAGAR, LAM, GUNTUR - 522034

1/IV B.PHARMACY FOR THE AéKDE'MI'C YEAR 2014-2015 ONWARDS

]

OBIJECTIVE : To create awareness of commu”htcatlon skills an& human refinement ideologies to a
student in the right perspective:

TITLE : COMMUNICATION SKILLS AND SOFTQSKILLS - No. of Hours : 30

The objective of the course is to imbart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challe,hges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectively communicate through verbal #oral communication and improve the listening
skills.

2 | Write precise briefs or reports and technical documents.
Actively participate in group discussion / meetings / interviews and prepare and deliver

3 .
presentations.
4 Become more effective individual through goal / target, self motivation and practicing
| creative thinking.
5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of

| team work, interpersonal relationships and leadership quality.
6 | Effectively apply active listening skills.

S.No. | Contents P"ff:;ted
1 | value of English 3 hours
2 | Importance of Communication Skills 2 hours
3 Qualities of a speaker / listener 2 hours |
4 | How to speak without fear-Mock practice 10 hours |
5 Importance of soft skills 3 hours
6 | Qualities / Duties of a student 2 hours
7 | Social Etiquette 2 hours
8 | Telephone Etiquette ’ 2 hours
9 | Successful tips for exams 2 hours
10 | Behavioural approach and attitude 2 hours

| Name of the Faculty [ C. Anthony Reddy, Asst. Professor in English

)
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CHALAPATHI NAGAR, LAM, GUNTUR - 522034
I/1V B.PHARMACY FROM THE ACADEMIC YEAR 2015-2016 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS

No. of Hours : 30

OBJECTIVE : To create awareness of communication skills and human refinement ideologies to a
student in the right perspective.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

skills.

Effectively communicate through verbal foral communication and i improve the listening

2 | Write precise briefs or reports and technical documents.

Actively participate in group discussion / meetings / interviews and prepare and deliver

3
| | presentations.
4 Become more effective individual through goal / target, self motivation and practicing
| creative thinking.
5 Function effectively in multldlsmplmary and heterogenous teams through the knowledge of

team work, interpersonal relationships and leadership quality.

6 | Effectively apply active listening skills.

o

Contents .

| Prescribed

hours

Value of English

2 hours

Importance of Communication Skills

2 hours

Qualities of a speaker / listener

2 h_ours

How to speak without fear-Mock practice

10 hours

Importance of soft skills

4 hours

Qualities / Duties of a student

2 hours

Social Etiquette

2 hours

W 00~ o | W=

Telephone Etiquette

2 hours

Successful tips for exams

2 hours

[y
o

Behavioural approach and attitude

2 hours

Bame of the Faculty | C. Anthony Reddy, Asst. Professor in English |
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11/IV B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS

Ne. of Hours : 30

OBIJECTIVE : To enhance communication skills, value of group discussions and global exposure.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

skills.

Effectively communicate through verbal /oral communication and improve the listening

2 | Write precise briefs or reports and technical documents.

presentations.

Actively participate in group discussion / meetings / interviews and prepare and deliver

Become more effective individual through goal / target, self motivation and practicing
creative thinking.

Function effectively in multidisciplinary and heterogenous teams through the knowledge of |

6 | Effectively apply active listening skills.

team work, interpersonal relationships and leadership quality.

- S.No. Contents Pre'scrjib,ed

. = = | hours |

1 B Value of English and Communication Skills | 2 hours

2 | Qualities of a speaker / listener 2 hours |

3 Importance of Soft skills 2 hours |

4 | Importance of Viva voce skills 2 hours_

5 | Speaking / Writing tasks 6 hours

6 | Human Refinement tips __2hours B

7 | Mnemonics (r_ner;lory tips} - | 2 hours

Eﬁ Group discussions 4 hours

9 Extempore practice 4 hours

10 | Presentation skills 4 hours

Name of the Faculty

C. Anthony Reddy, Asst. Professor in English J
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_ "DEPARTMENT OF PHARMACOLOGY
-SYLLABUS FOR SKILL DEVELOPMENT COURSE ON

“RECENT TRENDS IN EXPERIMENTAL PHARMACOLOGY”

Department : Pharmacology
Participants : IV/IV B.Pharmacy and III/VI Pharm D students

Duration : 30 Hrs
L - COURSE OUTCOMES

CO-1 To demonstrate the significance of CPCSEA guidelines and {o demonstrate various
| routes of drug administration and blood collection techniques for laboratory animals

| To summarize screening models for Psychotropic/neurotropic, learning and memory

CO-2 o ;
activities.

CO-3 To interpret the advanced methods of screening for Learning and Memory activity
CO-4 | To compile various preclinical models for drugs acting on CVS and PNS

1. CPCSEA Guidelines 4 hrs
Goal and Objectives, Composition, activities, IAEC — Functioning, Requirements for
animal house, Maintenance of Records.

2. Laboratory Animals 4 hrs
Identification of animal species, sex, straini and breeding, Handling of animals, routes of
administration, dosing and blood collection techniques.

3. Animal House Facility 4 hrs
Environment, Physical Facilities, Animal procurement, Quarantine, Stabilization, Separation,
Breeding, Housing, Maintenance of Laboratory animals, Surveillance, Diagnosis, Treatment
and control of disease, Personal Hygiene.

. 4. Psychotropic and neurotropic activity: S hrs
Anti-epileptic activity (electroconvulsiometer), anti-aggressive activity (agressometer),
behavior (Locofnotor activity —actophotometer, hole board test), anxiolytic activity (elevated
plus maze, open field test), antipsychotic activity (CAR).

5. Nootropic or learning and memory activity: 5 hrs
Spatial long term memory (Elevated Plus Maze), Working memory ( 8 Arm Radial Maze),
Spatial working memory (Y Maze, Rectangular Maze), Learning, memory & reasoning
(Hebbs William Maze & Labyrnth MaZe)‘_.

6. Cardiovascular activity: 5 hrs
Anti- hypertensive activity by non-invasive blood pressure measurement technique
[NIBP)/Invasive blood pressure measurement (2-channel physiograph), anti-hyper lipidemic
activity (high fat diet induced/streptozotocin).

7. Analgesic activity (Eddy’s hot plate/ tail-flick analgesiometer) / anti-inflammatory
activity (digital plethysmometer) / Anti-diabetic activity (alloxan/streptozotocin)/
Diuretic activity
} Ara .ﬁutl.
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Department of Pharmaceutics
Skill oriented program
On
ADVANCES IN MANUFACTURING AND QUALITY CONTROL TECHNIQUES OF ORAL SOLiDS
Scope:

A short-term skill-oriented certificate program on Advances in oral solids manufacturing and
Quality Control Techniques shall provide practical training in formulation and evaluation of oral
solid dosage forms for 11l/iV B. Pharmacy students. The objective is to impart competency in
students for bridging the gap between academic and industrial environment.
Module:

e Demonstration and handling of various equipment and instrument.

o  Formulation of oral solid dosage forms

e Evaluation of oral solid dosage forms.
Duration: 30 hours

S.No. | _ Course Content _ | Didactic | Duration 30 {Hrs) |
1. Formulation and Evaluation of Tablets {Conventional | Theory
. 6 hrs
and Novel} | Practical |
2 Tabiet coating methodology using R & D coater (Film | Theory
. - = 4 hrs
Coating and Sugar Coating) | Practical
3, In process quality control tests for tablets and _ Theory 2 hrs
| capsules | Practical
a. Fluidized bed coating by using Fluidized Bed | Theory Ahrs
Processor Practical
5. Palletization and Granulation by using Kalweka all- | Theory 2 hrs
 purpose equipment | Practical |
, . . . | Theory '
6. | Drying of materials using Spray drier Practical | 2 hrs
! Dissolution rate testing of pharmaceutical dosage
| forms
« Dissolution testing methodology- Compendial
7. methods, Theory
¢ Dissolution data handling, Kinetics and 6hrs
Modelling.
P PCP Disso software: Dissolution data handling and Practical -
- kinetics- Graphs and interpretation. &:
| In Vitro release testing and flux determination of Theory
9. pharmaceutical dosage forms (ointments, Gels, —
Transdermal Patches) Practical
pi — —
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Program out comes:

By the end of this skill development program, students will be expertise in the following

1.
2.
3.

4.
5.

Understand the concepts and principles involved in the manufacturing of oral solids.
Identify the various unit operations involved in the manufacturing of oral solids.
Enlighten the role of quality control tests to ensure the product quality and
performance.

Acquire the ability to handle various equipment and instruments.

Gain the knowing about process variables and their impact on the product guality.

Training on following list of equipment:

Equipment Name

16 station Rotary Compression Machine
Fluidized Bed Processor {FBP)

Spray drier
‘R and D Coater
Planetary Mixer

| 48 plate- Tray drier

| Kalweka wet granulator
| Kalweka pelletizer

[ 7, ]
Ole N v e WwN RS
Q

| Double cone blender

10. | Disintegration test apparatus

11. | Tablet friability tester

12. i_ USP Dissclution rate test apparatus B

13. l Automatic tablet hardness tester |l
14, ' 8 stage diffusion cell apparatus
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR.

. EE;] T. DEPARMENT OF PHARMACY PRACTICE

PG DIPLOMA CERTIFICATE PROGRAMME IN CLINICAL DATA MANAGEMENT
Duration — 50 Hrs

Scope of the course:

This course will help students acquire a basic understanding of the concepts and practices in the
field of clinical data management. This course is intended to sensitize students and equip them with
knowledge on clinical data practices globally as well as Indian scenario in detail. This course is intended
to enrich the knowledge regarding generation of superior quality, dependable and statistically well
informed data from clinical trials. The ultimate goal of clinical data management is to assure a well

maintained data support conclusions drawn from research and thus achieving this goal protects public

health and creates confidence in the world of therapeutics.

Objectives:

1.
2.
3.
4.

To provide basic understanding on clinical data management.
To gain understanding in the flow process of clinical data management.
To understand the scenario of clinical data management in the global market.

To manage the discrepancies in data validation and issues raised regarding queries.

Programme Qutcomes:

LA S o L

To generate the high-quality, reliable, and statistically sound da‘ta from clinical trials

To produce a drastic reduction in time from drug development to marketing

Acquiring the skills to Controlling data entry, storage, and transmission

Enabling better patient experiences and outcomes by reducing the drug development time

To analyse the clinical data management system reduces the duration of the study and cost of drug
development

To have adequate process know_l_wégg‘g_?ghat helps to maintain the quality standards of CDM processes
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COURSE CONTENT

S.NO CONTENTS HOURS |
1. | Data- Definition & Types 1 hr
2. | CRF Design for Clinical Trial - 1hr
3. | Query Resolution 1hr |
4, Database update, drug safety_and database locking 2 hrs
5. EDC System and 21CFR Part 11.compliance 2hrs
6. Data Privacy: Implications for Clinical Operations - 1 hr
_ 7. Data Management in Epidemiology & Pharmacoeconomics 2 hrs
J__S. | Data management plan - . 1hr
9. | Project management for the clinical data manager 2 hrs
10. | Vendor selection and management - _—1 hr :
11. | Data management standards in clinical research 1 hr
12. | Design and de‘-/elopment of data collection - 1 hr
13. | Edit check design principles B | 2brs
14, “T-Electronic data capture-Concepts and study start up  2hrs
15. | Electronic data capture-Study conduct & Study close out 2 hrs
16. | CRF Completion Guidelines B 1hr
17. | CRF prin_ting and vendor selection - _| 1hr
18. | Data validation, programming and standards 2 hrs
19. ' Laboratory data handling 1hr
20. | External data transfer - 2 hrs
21, | Patient-_reported outcomes 1 hr
22. | CDM presentation at investigator meetings 1 hr
23. | Training Metrics for clinical trials 2 hrs
24, | Computer Systems B 1hr
- 25, Systems Software Validation lssues — Clinical Trials Database Environment 1hr
26. | Data Quality and Data Integrity 1 hr
27. | Measuring, Assuring data quality 1hr
28. | Data storage, Data entry process o 1hr
29, q;"MedicaT coding dictionary management and maintenance 1hr
30, | Safety data management and reporting 2 hrs
31. | Serious adverse event data reconciliation 1hr
32. | Database closure 2 hrs
~ 33. | Clinical data ar_ch_iving S a N o | 2hrs
34. | Overview all topics and Interview Panel | 2hrs
| 35. | Mock Interviews, written test and Feed Back 2 hrs
Total 50 hrs
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I1/IV B.PHARMACY FOR THE Aé;-\DEMIC YEAR 2014-2015 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFTﬁ‘SKILLS " No. of Hours : 30

OBIJECTIVE : To create awareness of commuﬁication skills ana human refinement ideologies to a
student in the right perspective. ‘

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challgnges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectively communicate through verbal /oral communication and improve the listening
skills.

2 | Write precise briefs or reports and technical documents.
Actively participate in group discussion / meetings / interviews and prepare and deliver

* presentations. ] - 1

a Become more effective individual through goal / target, self motivation and practicing '
creative thinking.

c Function effectively in multidisciplinary and heterogenous teams through the knowledge of

team work, interpersonal relationships and leadership quality.

6 | Effectively apply active listening skills.

5.No. | Contents Pr:;:;iied |
1 | Value of English - | 3 hours
'T importance of Communication Skills | 2 hours
3 | Qualities of a speaker / listener | 2 hours
_4 How to speak wit_hout fear-Mock practice 10 hours |
5 | importance of soft skills __ 3 hours |
6 | Qualities / Duties of a student 2 hours
7 | Social Etiquette 2 hours
8 | Telephone Etiquette 2 hours_
9 | Successful tips for exams 2 hours
10 ITBehaviouraI approach and attitude | 2 hours

Name of the Faculty | C. Anthony Reddy, Asst. Professor in English |
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I/IV B.PHARMACY FROM THE ACADEMIC YEAR 2015-2016 ONWARDS
TITLE : COMMUNICATION SKILLS AND SOFT SKILLS No. of Hours : 30

OBJECTIVE : To create awareness of communication skills and human refinement ideologies to a
student in the right perspective.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical

knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectively communicate through verbal /oral communication and imprové the listening
skills.

2 | Write precise briefs or reports and technical documents. .
3 Actively participate in group discussion / meetings / interviews and prepare and deliver

| presentations.
4 Become more effective individual through goal / target, self motivation and practicing
creative thinking. |
c Function effectively in multidisciplinary and heterogenous teams through the knowledge of

| team work, interpersonal relationships and leadership quality.
6 | Effectively apply active listening skills.

S.No. Contents Presc'ﬁbedf
: ' i hours
1 Value of English 2 hours
2 Importance of Communication Skills | 2 hours
3 Qualities of a speaker / listener 2 hours
4 How to speak without fear-Mock practice 10 hours |
5 | Importance of soft skills 4 hours |
6 | Qualities / Duties of a student 2 hours |
7 | Social Etiquette 2 hours
[ 8 Telephone Etiquette 2 hours
—9 Successful tips for exams —_2 hours_
10 Behavioufal approach and attitude i 2 hours

Name of the Faculty | C. Anthony Reddy, Asst. Professorm‘
h( (7 kﬂ{‘&‘:‘w
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l1/1vV B.PHARMACY FOR THE ACADEMIC YEAR 2016-2017 ONWARDS

TITLE : COMMUNICATION SKILLS AND SOFT SKILLS No. of Hours : 30

OBJECTIVE : To enhance communication skills, value of group discussions and global exposure.

The objective of the course is to impart the English language skills to communicate better and
create awareness in soft skills to meet the corporate challenges. A handful of theoretical and practical
knowledge in all aspects of social etiquette, planning strategy and to speak and write confidently will
add value to the budding pharmacists.

COURSE OUTCOMES: On completion of the course, student will be able to

Effectlvely communicate through verbal foral communication and improve the listening
skills.

2 | Write precise briefs or reports and technical documents.
Actively participate in group discussion / meetings / interviews and prepare and deliver

3 .
presentations.

4 Become more effective individual through goal / target, self motivation and practicing
creative thinking.

5 Function effectively in multidisciplinary and heterogenous teams through the knowledge of

| team work, interpersonal relationships and leadership quality.
| 6 | Effectively apply active listening skills.

e e s 1 N I R R Wl N = W0
1| valueof English End_Corrimuni;;tion Skills 2 hours
2 Qualities of a speaker /Etener 2 hours
3 importance of Sof_t *I:.kills 2 hours
4 Importance of Viva voce skills 2 hours
5 Speaking / Writing tasks _ R | 6 hours __.
6 Human Refinement tips 2 hours
7 Mnemonics {memory tips) 2 hours
8 Group discussions e 4 hours
9 | Extempore practice ._ fL _\3 4 hours
10 | Presentation skills | '-._ ngrjui/l 4 hours
—=45
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DEPARTMENT OF PHARMACY PRACTICE

CERTIFICATE COURSE IN PHARMACOVIGILANCE - 50 Hrs

—

Scope of the course:

This course will help students acquire a basic understanding of the concepts and practices in the
field of Pharmacovigilance. This course isintended to sensitize students and equip them with
knowledge on Pharmacovigilance practices worldwide and on the Indian scenario in detail. This
course is intended to enrich the knowledge of Pharmacovigilance among students. This course will
enable the students to better understand the requirements within the Pharmacovigilance industry
and government organization in India in the aspects of patient safety.

Obijectives:

1. To provide the basic knowledge of pharmacovigilance.

2. To understand risk assessment and type of events being collected.

3. To become familiar in pharmacovigilance and risk management systems, risk management
plans, inspections.

4. To understand the utility of Argus software.

5. To understand pharmacovigilance inspections and audits quality assessment.

Programme outcomes:
1. To benefit the patient care and safety in relation to the use of medicines and their interventions.
2. Promote understanding, education and clinical training in pharmacovigilance and its effective
communication to the public and health care professionals.
3. Contribute to the assessment of risk, benefit and effectiveness medicines.
4. To detect problems related to the use of medicines and communicate the findings in a timely
manner.
3. Encourage the safe rational and more effective medicines to improve public health.—,
)
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COURSE CONTENT

S.No |

 TOPIC

Pharmacovigilance Basics

1.1 Introduction To Pharmacovigilance (History, Need and Scope)
1.2 Terminologies used in Pharmacovigilance

Hrs

3 hrs

| Current perspective of Pharmacovigilance

| Fundamental Clinical Aspects of ADRs
2.1 Types and mechanisms of ADRs

2.2 Clinical management of ADRs.

3 hrs

3.1 Pharmacovigilance Programme of India (PvPT)
3.2 Global scenario of Pharmacovigilance

1 hr

' ICSR’s
| 4.1 Guidelines for Detecting and Reporting ICSR's
4.2 Content, structure and validity of reports and reporting procedures
4.3 Case Assessment
| 4.4 Repots related to Vaccines herbals and specific situations

6 hrs

PV in Clinical Trials
5.1 Characteristics of Pharmacovigilaﬁce in Clinical Trials
5.2 Collection of Safety Data (Safety Plan, Complaint Plan)
5.3 Guidance and regulatory Framework

5.4 Risk Assessment and type of events being collected

5.5 Expedited Reporting

5.6 Role of DSMB

Aggregate Reporting

6.1 Purpose and General Principles

6.2 Sources of Information

6.3 Types of aggregate reports across all phases of the product lifecycle
6.4 Line listings and/or Summary Tabulations

6.5 Format and contents of Aggregate reports, Template

6.6 Reporting Timelines

Regulations and Guidelines in PV

7.1 ICH guidelines for Pharmacovigilance

7.2 Mandatory tasks and procedures from legislation at industry

Expedited reporting and post approval expedited reporting, Study reports,
Periodic Safety Update Reports (PSURs), Periodic Benefit Risk Evaluation
Reports (PBRERs), Other documents: DSUR; RMP, REMS; renewal
dossiers; reports on request

7:3 Facilities at regulatory authorities

Pharmacovigilance system and SOPs, crisis management plan
7.4 Mandatory tasks and procedures from legislation at regulatory authorities

ADR collection and storing in an electronic database, signal detection and
management

5 hrs

5 hrs

6 hrs

NG
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Signal Detection and Management
| 8.1 Definition of a signal; sources, potentials, detection by non-statistical
medical means
8. | 8.2 Disproportionality statistics for signal detection in spontaneous ISCR 3 hrs
databases
8.3 Special issues in disproportionality approaches
| 8.4 Prioritization
| Benefit-Risk Assessment and Risk Mana_gement Planning
9.1 ‘Benefit-risk’: definitions, methodological approaches; disease as
criterion of benefit
9. | 9.2 Drug-related risks (ADRs): analyzing, weighting and combining their 3 brs
components
9.3 Pharmacovigilance and Risk Management Systems, Risk Management
Plans (RMPs), Inspections
Pharmacovigilance Inspections and Audits, Quality Assessment
10.1 Purpose, frequency and actors
10.2 Indicators of capacity and performance of the pharmacovigilance system
10. | 10.3 External Inspections by competitive authorities 3 hrs
10.4 Internal Audits in companies and regulatory authorities
10.5 Quality Assurance and benchmarking processes
10.6 Legislation and guidelines

Tools used in Pharmacovigilance

11. 11.1 Argus tool and its utility

2 hrs

Drug Product Recalls and Field Alert Reports

12.1 Drug product recalls due to safety and efficacy reasons and other than
12. | safety and efficacy reasons. 5 hrs
12.2 Field alert reports. |
12.3 Submission of field alert reports to drug regulatory agency
Case Handling Activities

13.1 Causality assessment of adverse drug reactions

13. | 13.2 Case narratives 5 hrs
13.3 Signal detection and risk management
13.4 Argus software _
Total Hours 50 hrs
REFERENCES:

. World Health Organization, the Uppsala Centre for International Drug Monitoring. The

importance of pharmacovigilance: safety monitoring of medicinal products. Geneva: World Health
Organization; 2002.

2. The Uppsala Monitoring Centre. UMC Pharmacovigilance Training Course. Available from:
httpr//www.who-ume.ory/. )

hl-'gaR-IJ%fIFPAL
Chalapathi Institute of Pharmaceutical Sciences

{Autonomous)
Chalapathi Nagar LAM, GUNTUR-34.

)




——

I/IV B. PHARMACY-2=¢ SEMESTER
PROFESSIONAL ETHICS AND HUMAN VALUES

[THEORY -50Hours]

Scope of the subject:

1. To bring awareness among pharmacy graduates on ethics and human
values.
2. To understand the ethical theories and their application to work ethics.
3. To know various codes of ethics used by professional bodies.

* 4. To understand the concepts of corruption and its measures.

5. To learn about professional responsibility as a pharmacist.

Outcomes of the subject:
The student will be able to:
a) Develop awareness on ethics and human values
“b) Become morally and socially responsible.
_c) Motivate others on moral values.

20U-29)F

economic impact of corruption,
payments that equate supply and
demand; bribes as incentive
payments, bribes to reduce costs,
organized crime and corruption.
Anti-corruption measures — Anti
Corruption Bureau (ACBJ, Central
Vigilance Commission (CVC],

Unit Topic | Duration | References
No. | (Hours) |
01 |Human Values: Morals, Values '
and ethics - Integrity - Work R.S.Naagarazan
ethics — Service learning, Civic Professional ethics and
virtue, Respect for others, Living Human values Edition
peacefully — Caring, Sharing,| 06 hrs |I, New Age International
Honesty, Courage, Valuing time, Pvt.Ltd., Edition -1,
Co-operations, Commitment, Chapter - 1
Empathy, Self confidence,
Character and Spirituality.
02 |Introduction to professional
ethics,. corruption and its
measures:
Need of ethics in pharmacy,
changing times, RPSGB ‘_
guidance, ethical norms, moral Joy Wingfield and David
relativism, facts and values,| 07 hrs | Badcott, Pharmacy
ethical theories and concepts. ethics and decision
Corruption in  public life, making,

Pharmaceurical press,
Edition I, Chapter - 1.
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Central Bureau of Investigation |
(CBI), lok-adalats, Ombudsman,
Comptroller and auditor general
(CAG) and Right to information. —|
03 Moral concepts and reasoning 1.R.S.Naagarazan
in pharmacy: Professional ethics and
. Moral issues, rational inquires,| 07 hrs Human values Edition
| moral autonomy, moral I, New Age International
I reasoning and pharmacist, moral Pvt.Ltd., Edition -1,
1t development theories, justice Chapter - 2
i and human rights, trust and 2.Joy Wingfield and
1 truthfulness and moral David ~ Badcott, ‘
h | dilemmas. Pharmacy ethics and
| decision making,
i Pharmaceurical press,
Y Edition I, Chapter — 4.
i 04 Professionalism and Industrial 1. Joy Wingfield and
ethics: David Badcott,
j’ ‘ Pharmacy and professionalism, Pharmacy ethics - and
g ethical basis in professionalism | 07 hrs decision making,
|i and accountability, industrial Pharmaceurical press,
N | ethics, Pharmacist in different Edition I, Chapter — 4.
i clusters with different ethical 2. R.S.Naagarazan
. } issues - ethical issues in clinical Professional ethics and
|" pharmacy practice, community Human values Edition
l };-, pharmacy and manufacturing of I, New Age International
il pharmaceutical products. Pvt.Ltd., Edition - .
Il;| ‘ 7 1Chapter — 2 |
L 05 Professional societies and 1. Professional
il various pharmaceutical Pharmacy - M.L. |
..’|| il associations: Schroff
il ‘ Indian Pharmaceutical Congress
(o Association, Indian 2. Harikishan singh:
| !' Pharmaceutical Association, History of Pharmacy in
it Indian  Hospital Pharmacists | 06 hrs |India and related ‘
; |, ' Association, Indian Pharmacy aspects, volume I, II
! :: Graduates ' Association, and III Pharmacopoeias
il || Association of Pharmaceutical and formularies, 1st
i Teachers of India, The All India edition, Vallbh |
_I!' Drug Control Officers Prakashan, 2005.
' Confederation, Indian Society for ‘
il il Technical Education, National )
II Phgrmgceuﬂcal _Pr1cmg Auth_orlty \GxaE lfé gg;* pj)?a
r . and .th.er al!lec'i professional PRINCI L .
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Social pharmacy and code of 1. N.K.Jain, Forensic ?‘
pharmaceutical ethics: Pharmacy, Eight ;
The Concept and context of| 07 hrs |edition, 2014, 484-492. ||}
social pharmacy, principles of 2. B.M.Mithal, A Text
ethics, Morality, ethical codes, book of Forensic
Pharmaceutical Ethics in relation Pharmacy, Valla

to job, trade, profession and prakasan, 10th

medical profession. Pharmacist Edition.Chapter-14

oath.

Further Readings:

1. NK Jain, Health Education and Community Pharmacy by, CBS, Publ. And
Distributors New Delhi.

- 2. R.M Metha, Dispensing Pharmacy

3. Pharmacoethics: A problem based approach by G. Vidya Sagar

4. Gupta AK, Health Education and Community Pharmacy, CBS, Publ. and

Distributors, New Delhi.
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