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Department: Pharnmacy 
Semester vear: -IM.Pharmacy 

Unit-I: Preformation Concepts 
Drug Excipient interactions - different methods 
kinetics of stability, Stability testing 
Theories of dispersion 

Unit / Topic 

Pharmaceutical Dispersion -Emulsions 
Pharmaceutical Dispersion- Suspensions 
SMEDDS- preparation and stability 
Large and small volume parenterals 
physiological and formulation consideration 
Manufacturing and evaluation of Parenterals 

Statistical design 
Optimization techniques in Pharmaceutical Formulation 
Response surface method 
Contour designs, 
Factorial designs and application in formulation 
Unit-II: Validation : Introduction 
Scope & merits of Validation 

TEACHING PLAN CUM REALIZATION 
Name of the faculty: P.M.M. Naga Lakshmi Varma 
Name of the subject: Modern Pharmaceutics 

Teaching 
planned 

Validation and calibration of Master plan 
ICH & WHO guidelines for calibration and validation of equipments Validation of specific dosage form 

Types of validation 
Government regulation 
Manufacturing Process Model 
URS, DQ, IQ. 0QÌ & P.Q. of facilities 

Prepared: Facalty / Date 

on (Date) 

04-10-2023 ol25 
05-10-2023 

06-10-2023 ol3 
07-10-2023 
09-10-2023 
10-10-2023 (olola 
11-10-2023 ol3 
12-10-2023 
13-10-2023 
14-10-2023 
16-10-2023 
17-10-2023 

Taught on 
(Date) 

18-10-2023 

01-11-2023 

02-11-2023 

lqlid3 
30-10-2023 2olol23 

03-11-2023 
04-11-2023 
06-11-2023 
07-11-2023 
08-11-2023 
09-1-2023 
14-112023 

alolas 

15-2023 
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Departnent: M. Pharnacy 
Semester/ year: I Sem /II 

Unit/topic 

PESTICIDE ANALYSIS 
Effects of pest and insects on food 

Use of pesticides in agriculture 
Pesticide cycle 
Organophosphorous 

Organochlorine pesticide analysis 
Deter. Pesticide residues in grains 
Deter. Pesticide residues in fruits 

Deter. Pesticide residues in vegetables 
Deter. Pesticide residues in milk 

Name of the faculty: S.Archana 
Name of the subject: FOOD ANALYSIS 

Deter. Pesticide residues in milk products 

58 Legislation regulations emphasis on FDA 
Legislation regulations emphasis on BIS 

TEACHING PLAN CUM REALIZATION 

Legislation regulations emphasis on USFDA 

Legislation regulations emphasis on Agmark 

Prepared: Faculty / Date 

Teaching 
planned on 

(Date) 
02-01-2024 

03-01-202424 
04-01-2024 
08-01-2024 
09-01-2024 
10-01-2024 
11-01-2024 
12-01-2024 
13-01-2024 
15-01-2024 
l6-01-2024 

17-01-2024 

18-01-2024 

19-01-2024 

Taught 
on (Date) 

II MID EXAMINATIONS (22/01/2024 to 27/01/2024) 
20-01-2024 0 2 

Designation: Assoc. prof 
Dept: Pharmaceutical analvsis 

No of periods 
(Planned) 

1 

No of periods 
(Actual taken) 

Remark 
(If any 

deviation) 

V'ertfre: HOD/Date 
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Permitted by Govt. of A.P. Approved by AICTE, New Delhi 
SRK FOUNDATION Pharmacy Council of India, New Delhi, Affiliated to JNTUK 

& Certified by ISO 9001:2015 VIJAYAWADA 

VIJAYA INSTITUTE OF PHARMACEUTICAL 
SCIENCES FOR WOMEN 

Class: I M. PHARM - I1 SEM 
LESSON PLAN 

Course Instructor: Mrs. A. BHAVANA 

COURSE OUTCOMES: After the completion of course the student will gain an understanding of 

CO 2: To gain the knowledge on types and design of clinical trials. 

CO 1: Able to understand the concept of GCP, schedule-Y, lCMR guideline and informed consent process. 

CO 3: Regulatorv documents required for clinical trials and ADRS. 

CO 4: Basic concept and establishment of pharmacovigilance. 

Academic Year:2023-24 
Course Name: CLINICAL RESEARCH 
AND PHARMACOVIGILANCE 

cOURSE OBJECTIVE: To understand the value addition and current requirement for the students in clinical research and pharmacovigilance It wil teac 
students on conceptual1zing. designing. conducting, managing and reporting of clinical trials. This subject also focuses on global scenario of Pharmacovigilan 
diflerent methods that can be used to generate safety data It will teach the students in developing drug safety data in Preclinical, Clinical phases of 
dev elopment and post market surveillance. 

Prepared By: Faculty / Date 

CO 5: Methods and tools used in pharmacovigilance and concept of pharmacoepidemiology and pharmacoecon omics. 

ENIKEPADU iVJAYAWADA 

wIN 
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JLJAYA 
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Course Code: MPL: 
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Department: Pharmacy 

Semester/ year: I-|| M. Pharmacy 

Clinical Study Report 

Unit / Topic 

Guidelines to prepare docunments and Preparation of protocol 

Investigator brochurc and Case report formms 

Adverse drug reactions: Definition 
and Types 
Detection and reporting methods 
Severity and Seriousness assessment 

Predictability. Preventability assessment 

Clinical Trail Monitoring: Safety monitoring in Clinical trails 

Management of adverse drug reactions 
Terminologies of ADR 

History and Progress of PV 

UNIT: IV Basic aspects and Terminologies of PV 

Significance of Safety monitoring 

WHO International Drug Monitoring Programme 
Pharmacovigilance in India and International aspects 

WHO, regulatory terminologies of ADR 

Evaluation of medication safety 

TEACHING PLAN CUM REALIZATION 

Name of the Faculty: Mrs. A. Bhavana 

Name of the subject: Clinical Research and Pharmacovigilance 

Establ1shing Pharmacovigilance Centres 
Industries 

Prepared B Faculty / Date 

Teaching 
planned on 

(Date) 
30/03/24 

01/04/24 

03/04/24 

04/04/24 

06/04/24 

08/04/24 

10/04/24 

COMMENCEMENT OF I MID EXKAMINATIONS(15.04.2024 to 20.04.2024) 
12/04/24 

22/04/24 
24/04/24 

26/04/24 

27/04/24 

29/04/24 

30/04/24 

01/05/24 

02/05/24 

03/05/24 

hospijals,nand OS/24 

Taught on 
(Date) 
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34/24 
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22424 
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29l4 24 
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Designation: Assoc. Professor 

No of periods 
(Actual taken) 
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