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JAWAHARLAL NEHRU TECHANOLOGICAL UNIVERSITY HYDERABAD
ACADEMIC CALENDAR 2022-23

1 SEM

S. No

q‘c\‘mhww_

=]

Note: No,

II SEM

S.No

9
10

Note: No,

| 2" Spell of lnstructions

'End Semester Examinations

B. Pharm. [ YEAR I & 11 SEMESTERS

Deseription
Commenceiment of I Semester clagswork /
Orientation programme
1% Spell of Instructions (including

| Induction programme)

First Mid Term Examinations
Submission of First Mid Term Exam Marks
to the Universily on or before

‘Eecond Mid Term Examinations
Preparation Halidays and Practical
Examinations

Submission of Second Mid Term Exam
Matks to the University on or before

of Working / Instructional Days: 93
£

Description

Commencement of |1 Semestel classwork

1 Spcl] of Instructions (including Summer
Vacation)
Summnier Vacation i
First Mid Term Examinations

Submission of First Mid Term Exam Marks
| to the University on or before

2" Spell of Instructions

Second Mid Term Examinations
Preparation Holidays and Practical
Examinations =

Submission of Second Mid Term Exam
Marks to the University on or before
End Semester Examinations

of Working / [nstructional Days: 92

Irom

28.11.2022

23.01.2023

31.012023
31.03,2023

10.04.2023

From

01,05.2023

15,05.2023

10.07.2023

18.07.2023
12.00.2023

19.09.2023

25.09.2023

Duration

28.11.2022

04.02.2023

15.04.2023

Duration

~ 01.05.2023

To

21.01.2023 (8 Weeks)
30.01.2023 (1 Week)

~ 29.03.2023 (8 Weeks)
08. 04,2023 (1 Week)

15.04.2023 (1 Week)

117.04.2023 | 29.04.2023 (2 Weeks)

To

08.07.2023 (10 Weceks)

©27.05.2023 (2 Wecks)
15.07.2023 (1 Week)

22.07.2023

11.09.2023 (8 Weeks)
16.09.2023 (1 Week)

23.09.2023 (1 Wee,k)

23.09.2023

| 07.10.2023 (2 Weeks)

R
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JAWAHARLAL NEHRU TECHNOLOGICAL UNIVERSITY ITYDERABAD

ACADEMIC CALENDAR 2022-23

B. Tech/B.Pharm. Il YEAR 1 & I SEMESTERS

1 SEM

?‘3 |
2

Wwoes | o~ S & wn|—

Description

Commc,ncemenl of I Semester (.Idsqwml{
1* Spell of Instructions
l*nst_Mrd_ Term Examinations

o the Untversity on or before

2" Spell of Instructions

Second Mid Term E ixaminations
Preparation ] Holidays and Practical
Examinations -
Submission of Second Mid Term Exam
Marks to the University on or before i
End %meslu Fxmmnatmns

Note: No. of Working / Instructional Days: 93

H SEM

S. No Description

I | Commencement of II Semester classwork

5 EE Spetl of Instructions (mc]udmg Summer
.  Vacation)

_3— | Summer Vacation

4 First Mid Term Exarminations -

5 Submission of First Mid Term Exam Marks
. to the University on or before
6 2" Spell of Instructions -

7 | Second Mid Term Examinations

8 Preparation Holidays and Practical

' Examinations e B
9 Submission of Second Mid Term Exam

| Marks to the University on or before
|10 Lnd Semester Examinations -
Note: No. of Working / [nstructional Days: 92

Submission of First Mid Term Exam Marks

_ Duration -
From |  To

28112022

28.11.2022 | 21.01,2023 (8 Weeks)

23.01.2023 | 30.01.2023 (1 Week)

04.02.2023

_|31.01,2023 | 29.03.2023 (8 Weeks)

]31.03.2023 | 08.04,2023 (1 Week) _

10042023 | 15.04. 2023 (1 | Week)
15.04,2023

17.04.2023 [ 29.04.2023 (2 Weeks)

Dluanun o
From [ _  To
) 01.05.2023
01.05.2023 | 08.07.2023 (10 Weeks)
[15.05.2023 | 27.052023 (2 Weeks)
10.07.2023 | 15.07.2023 (1 Week)
22.07.2023
18.07.2023 | 11.09.2023 (8 Weeks)
12.092023 | 16.09.2023 (I Week)
19.09.2023 | 23.09.2023 (1 Week)
23.09.2023
25.09.2023 | 07.10.2023 (2 Weeks)

b o
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JAWAHARLAL NEIRU TECHNOLOGICAL UNIVERSITY III.YI)E'RABAD
ACADEMIC CALENDAR 2022-23
B. Tech./B. Pharm. 111 YEAR I & 11 SEMESTERS

1 5EM
S. No
=
2

P

9

10

Deseription

Commencement of | Semester classwork
[* Spell of Instructions (including
Dussehra Recess)

Dussehra Recess

Fiest Mid Term Examinations

Submission of First Mid Term LExam Marks
to the University on or before

2" Spell of Instructions

Second Mid Term Examinations

Preparation Holidays and Practical
Examinations

Submission of Second Mid Term FExam
Marks to the University on or before

End Semester lixaminations

Note: No. ol Working/ instructional days: 92

nsSEM

S. No

e e =l

= I A

Description

Commencement of [1 Semester classwork
1 Spell of Instructions

First Mid Term Examinations

Submission of First Mid Term Exam Marks
to the University on or before

2" Spell of Instructions (including Sumner
Vacation)

Summer Vacation

Second Mid Term Exanminations
Preparation Holidays and Practical
Examinations

Submission of Second Mid Term Exam
Marks to the University on or before

Iind Semester Examinations

Note: No. of Working/ instructional days: 90

i

I'rom

09.09.2022

03.10.2022
11.11.2022

18.11.2022
16.01.2023

23.01.2023

30.01.2023

From

13.02.2023
10.04.2023

17.04.2023
15.05.2023

26.06.2023

03.07.2023

10.07 2023

Di_l_ml.i_(_)n

To
19.09.2022
10.11.2022 (9 Weeks)

08.10.2022 (1 Week)
17.11.2022 (1 Week)

24.11.2022

| 12.01.2023 (8_ Weeks)

21.01.2023 (1 Week)
28.01.2023 (1 Week)

30.01.2023
11.02.2023 (2 Weeks)

Duration

To

13.02.2023

08.04.2023 (8 Weeks)
15.04.2023 (1 Week)

22.04,2023

24.06.2023 (10 Weeks)

27.05.2023 (2 Wesks)
01.07.2023 (1 Week)

08.07.2023 {1 Week)

08.07.2023

| 22.07.2023 (2 Weeks)

RE%

T
o




JAWAIARLAL NEHRU TECHNOLOGICAL UNIVERSETY IIYDERABAD
ACADEMIC CALENDAR 2022-23
B. Tech /B, Pharm. [V YEAR | & 11 SEMESTERS

1 SEM
S. No Deseription - Duvation e
I'rom | I'o
| Commencenent of 1 Semester clagswork 29.08.2022
S Crall oF Tnee o TR T, ==
) 1" Spell 01. Instructions (including 90.08.2022 31.10.2022 (9 Weeks)
Dusschra Recess)
3 Dussehira Recess 03.10.2022 08.10.2022 (1 We_ck)
4 First Mid Term Examinations 01.11.2022 07.11.2022 (1 Week)
L. i 1!‘. .. g ?l ‘;:‘ _'1r ] N : ‘:_1 & " M{‘ 1.‘ - A - _
5 ‘%uhmlwc'm l)[‘l trst Mic [\Ell]] Exam Marks 12112002
to the University on or before -
6 2" Spell of structions 09.01.2022 | 03.01.2023 (8 Weeks)
7 Second Mid 'Term Examinations (04.01.2023 10.01.2023 (1 Weck)
p I.)‘l'(;:[)al.‘atll.)‘l_'l Holidays and Practical 1101 202'3 19.01.2023 (1 Week)
_____ Examinations B N _
Submission of Second Mid Term Exam
¢
) | Marks to the Unjversity on or before _ 17.91.2923 -
10 [nd Semester Examinations 20.01.2023 | 02.02.2023(2 Weeks)
Note: Na. of Working/instroctional days: 94
IT SEM
Gl = % _ =
g = Praration
5. No Deseription From [ To
1 Commenccment of 1T Semester classwork 03.02.2023 _
2 [* Spell of Instructions ) 03.02.2023 | 31.03.2023 (8 Weeks)
3 | ¥irst Mid Term Examinations 01.04.2023 08.04.2023 (1 Week)
i buhmlsmgn Oi'. First Mid I‘§1i111 Exam Marks 15.04.2023
to the University on or belore )
3 2" Spell of Instructions 10.04.2023 | 17.06.2023 (10 Weeks)
6 Summmer Vaeation 15,05.2023 27.05.2023 (2 Weeks)
7| Second Mid Term Examinations 19.00.2023 24.06.2023 (1 Week)
Jreparati idays Practice .
g l.‘l.Lpal‘dll{?ll Ir%olul 1ys and Practical 26.06.2023 01.07.2023 (1 Week)
k. Examinations -
9 blll)mlS.SlU'll of b.ccon?i Mid IF:L'm..l-uxam 01.07.2023
Marks to the University on or hefore = e _
10 End Semester Examinations 03.07.2023 | 15.07.2023 (2 Weeks)
Note: No. of Working/ instructional days: 91 @\yg

W
/ R E(O';;gl&/\ R




' JAWAHARLAL NEHRU TECHNOLOGICAL UNIVERSITY HYDERABAD

Note: No,

1T SEM

_I PR

DGI*-JC".M e S

ACADEMIC CALENDAR 2022-23

M.Tech./ M.Pharm. I YEAR T & 11 SEMESTERS

Description

Commencement of' | Semester classwork

1" Spell of lastry uctions
First Mid Term Examinations
Submission of First Mid Term Exam Marks
to the University on or before
2" Spell of |l‘|&l|l|&.lmns

| Second Mid Term E xammatlons

Preparation Holidays and Practical
Examinations

Submission of Second Mid Term Exam
Marks to the University on or before

S. No

| End Scmt.stel Examinations

of Warking / Instructional Days: 94

Descriplion

| Commencement of I Semester classwork

1 Spelt of Instructions (including Summer
Vacation)

Summer Vacation

First Mid Term Examinations

Submission of First Mid Term Exam Marks

| to the University on or before

2" Spell of Instructions

‘Second Mid Term Examinations
Preparation Holidays and Practical
Examinations

Qiubmisqion o["%u,oncl Mid 'I'elm Fxclm

__I*nd Sumslcl l*xammdtlons

Note: No, of Working / Instructional Days: 9)

I'rom

26.10.2022

121.12.2022

[ 29.12.2022
27.02.2023

00.03.2023

13.03.2023

From

27.03.2023

15.05.2023
05.06.2023

12.06.2023
09.08.2023

17.08.2023

24.08.2023

Duration
| To

26.10.2022

20.12.2022 (8 chkS)
2812 2022 (1 Week)

04.01.2023

25.02.2023 (8 Weeks)
104.03.2023 (1 Week)

11.03,2023 {1 Week)

11.03.2023
| 25.03.2023 (2 Weeks)

Duration
| To
27.03.2023

03.06.2023 (10 WC(.kb)

27.05.2023 (2 Weeks)
10.06.2023 (1 Week)

17.06.2023

0-;8.08,202'3 {_8__ch|<5)
16.08.2023 (1 Week)

23.08.2023 (1 Week)

23.08.2023
| 06.09.2023 (2 Weeks)

b
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JAWAINARLAL NEHRU TECIHNOLOGICAL UNIVERSITY HYDERABAD

15EM
5. No

fd B —

12

ACADEMIC CALENDAR 2022-23 - .«

M., Tech/ M. Pharm. Il YEAR I & 11 SEMESTERS

Deserviplion

Commencement ol | Semester classwork

I Spell of Instructions

Preparation of Project Work Proposals

Project Work Review 1: (Froject Submission &
approval)

Last date for submission ol list of approved
PRC-I students from the College 1o (he
University Examination branch.

First Mid Term Examinations

Submission of First Mid Term Exam Marks Lo
the University on or before

2 Spell of Instructions

Sceond Mid Term Lxaminations

Preparation Holidays and Practical
Lxaminations

Submission ol Second Mid Term Exam Marks
1o the Universily on or before

End Semester Examinations

Note: No. of Warking / Instructional Days: 92

[ SKEM
5. No

|

I

o

6

4t

Description

Commeneement of 11 Semester

(Project Work Continuation)

(25.11.2022 10 16.03.2023 - 16 weeks)
Project Work Review -1 (Phase-1)

** Project Wark Review -11 (Phase-113
Last dale Tor submission of PRC-11 marks
Project Waork Review -[11 (Phasc -1)

24.03,2023 10 26,08 2023 22 Weeks)

Last date for submission of Project Work

Review-1It (Phase-1) Marks

Submission of” Thesis and Project Viva - Voce
Examination (PRC-I1] Phase-I)

¥ Project Worli Review  [I1 (Phase 1)
(04.09.2023 10 02.12.2023 13 Weeks)

Last date {or submission of Project Work
Review 1N (Phase-11) Marks

Submission of Thesis and Project Viva  Voce
Examination (Phase-11) foHows

approval ol Project Work Review-()1,

L

IF'rom

21.10.2022
21.10.2022

18.11.2022

16.12,2022

23.12.2022
17.02.2023

24.02.2023

03.03.2023

I'rom

[17.03.2023
11.04.2023

28.08.2023

04.12.2023

Duration
| To
2010.2022
15.12.2022 (8 Weeks)
I7.11.2022 {4 Weeks)

24012022 ¢f Weeky

26.11.2022

22.12.2022 (] Week)
30.12.2022

16.02.2023 (8 Weeks)
23.02.2023 (1 Week)

02.03.2023 (1 Week)

11.03.2023

| 16.03.2023 (2 Wecks)

Duration
J To

17.03.2023
1 23.03.2023 (1 Week)

13.04.2023 (3 days)
200.04.2023

I (2.09.2023 (1 Week)

0(9.09.2023
09.09.2023

‘ 00.12.2023 (3 days)

09.12:2023

Phase-11 will be canducted anly for unsuccesstul students in Phase - |
Note:| The unsuccessful students in Project Work Review-11 (Phase-11) shall appear for Project Work
Review-Il at the time of Project Work Review-111, These students shall reappear for Project Work
Review-M1 in the next academic year at the time of Project Work Review -1 only afler completion

ol Project Work Review -11, and then Project Work Review -3 follows.

2 The Project Viva-Voee External examination Marks must be submitted on the day of examination
to the University. {

Aller completion of 40 weeks [rom the date of approvai of project wark proposal and subject (o

@V’%\w
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7. MLTP & Academic dairy

» MLTP

VISHNU INSTITUTE OF PHARMACEUTICAL EDUCATION AND RESEARCH
Narsapur, Medak Dist-502313

MICRO LEVEL TEACHING PLAN

Academic year: 2022 / 23 Name of the program: B. Pharmacy
Year/ Semester: IV/I Subject code: PS702

Name of the subject: INDUSTRIAL PHARMACY-II

Name of the faculty: Mrs.P.Durga Bhavani

Designation: Assistant. Professor

@
TEXT BOOKS:
L Regulatory Affairs from Wikipedia, the free encyclopedia modified on 7th April available at
http://en.wikipedia.org/wiki/Regulatory Affairs.
2. International Regulatory Affairs Updates, 2005. Available at
http://www .iraup.com/about.php
3. Douglas J Pisano and David S. Mantus. Text book of FDA Regulatory Affairs a Guide for
Prescription Drugs, Medical Devices, and Biologics’ 2nd Edition.
4, Regulatory Affairs brought by learning plus, inc. available at http.//www.cgmp.com/ra.htm.
5. Industrial Pharmacy by Roopa K Khar, S. P Vyas, Farhan J Ahmed, Gaurav K Jain, 4th
Edition
Teaching
. Text Instructional aids
S.No Date Name of the topic Book/Refere |  objective BB/LCD
nce Book (Unit wise) P.Os | GD/Dem
0
— UNIT-I
T_F 29/08/2022 | Introduction on pilot plant scale up TI.T3 TS 1.8 LCD
| 30/08/2022 | General considerations - including T1,T4,TS BB
significance of personnel Understandin | 1311
2 requirements _ g of
*3“_"'“ 01/09/2022 | space requirements, raw ‘male:.-lals T1,T3T5 pilot plant 1,11 LCD
1 02/09/2022 | Pilot plant scale up considerations for | T2,T3,TS design, scale 1.4 BB
4 Solids I up techniques :
—1703/09/2022 | Pilot plant scale up considerations for | T2,T3,T5 | & SUPAC 1,8, BB
5 Splids ‘ : guidelines 1 —
—— 05/09/2022 | Pilot plant scale up considerations for | T1,T3,T5 " BB
6 oral Liquids ” _
'L___,_,_,d_.—-




06/09/2022 | Pilot plant scale up considerations for | T1,T2,T4 1.2 BB
7 oral liquids
07/09/2022 | Pilot plant scale up considerations for | T1,T2,T3 1,8, BB
8 semi solids . S .
13/09/2022 | Relevant documentation of Pilot T1,T2,T3 15.6 | LCD
9 plant scale up
10 | 14/09/2022 | SUPAC guidelines T1,T4,T5 1,8 LCD
11| 15/09/2022 | SUPAC guidelines T1,T2,T4 1.8 LCD
12| 16/09/2022 | Introduction to Platform technology T1,T4 1,69 BB
13 [ 19/09/2022 | REVISION T2,T4 1,6,11 BB
UNIT -1I
20/09/2022 | Introduction to Technology Transfer :11 8, BB
15
21/09/2022 | WHO guidelines for Technology T1,T4 1,7 LCD
16 Transfer
17 | 22/09/2022 | Technology transfer protocol T1,T4 1,11 BB
18 | 23/09/2022 | Quality risk management, 1,2 BB
19 | 24/09/2022 | Transfer from R & D to production T1,T4 1,11 BB
20 | 26/09/2022 | Transfer from R & D to production T1,T4 1,11 i
1.5
21 27/09/2022 | Granularity of TT Process . T4 Recognize the | 10
Documentation, Premises and Ti, steps involved [ 7 7] LCD
22 29/09/2022 equipments. T2,T3,T4 in technology
i o T, transfer & the 7756 Lcp
23 30/09/2022 | Qualification and validation T2.T3.T4 role ;,ft
Quality control: Tl, regulatory 1,11 LCD
5, o SRR e cabmation et T2.T3,T4 | bodyand
TT (Technology Transfer) agencies | T1, e 17 LCD
g5 | IVI02022 | ndig T2,T3,T4 | technology
12/10/2022 Commercialization — practical Ti, transfer. 1,11 LCD
26 aspects and problems T2,T3,T4
T1, 1,11 LCD
27 13/10/2022 | APCTD, NRDC T2.T3.T4
T1, 1,6 LCD
)% 14/10/2022 | TIFAC, BCIL T2.T3,T4
T, L | 1@
29 15/10/2022 | TBSE / SIDBI T2.T3,T4
Technology of Transfer related Tl, 1,6 LCD
17/10/2022 | documents T2,T3,T4
130 confidentiality agreements,
31 18/10/2022 | Licensing MoUs, legal issues 11 ,T4 I~ LCD |
. . . 1 1D |
’ LCD
39 19/10/2022 | Licensing MoUs, legal issues T2.T3.T4
33 21/10/2022 | REVISION 13,T4 BB
UNIT-III
| 35 22/10/2022 | Introduction to Regulatory Affairs T T213.T4 LCD
Historical Overview of regulatory T1,T2,T3,T4 | Will gain in-
25/10/ e LCD
36 e affairs depth
37 26/10/2022 | Regulatory authorities working in T1,T2,T3,T4 knowledge —W



different countries of world the role and
38 27/10/2022 | Role of regulatory affairs department | T1,T2,T3,T4 SCOP;?' of 1,7 LCD
T ETE) : regulatory
30 | 28102022 Responsibilities of regulatory affair | T1,T2,T3,T4 ; ftgalirs 3 1,11 LCD
- . professionals pharmaceutic
1,6,7 BB
4o | 29/oiz0py | g CEElopkacht tadts TIT2,T3,T4 | al industry |
‘___-_‘—-———-
i 31/10/2027 | Non clinical drug development TI,T2, T3 T4 1,4,6 BB
L Y process
01/11/2022 | 1 mid exams
To
(42 | 05/11/2022 ,
Pharmacology study in non-clinical T1,T4 1,6 BB
07/11/2
(43 | 022 drug development
08/11/2022 Pharmacokinetics study in non- T1, 12 1,6,7,9 BB
44 clinical drug development process
Toxicology study in non -clinical T1,T3 1,6,7,9 BB
as@| 091172022 drug development process
General considerations of IND T1,T3 1,4,6 LCD
11/11/2022 | (Investigational new drug)
46 | application
12/11/2022 | General considerations of IB T1,T2 1,4,9 BB
47 (Investigators brochure)
14/11/2022 | General considerations of NDA T1,T4 1;5 LCD
48 (New drug application)
49 15/11/2022 | Clinical research T1.T3 2,11 LCD
50 16/11/2022 | Bioequivalence studies T1,T2 2,11 LCD
51 18/11/2022 | Clinical research protocols T1,T2,T3,T4 2: 11 LCD
19/11/2022 | Biostatistics in pharmaceutical T1,T2 1,6,11 LCD
52 ' .| product development
21/11/2022 | Data presentation for FDA T1,T4 L5 LCD
53 submission
54 22/11/2022 | Management of clinical studies T1,T2,T3,T4 1,6 LCD
55 23/11/2022 | Clinical research protocols T1,T2,T3,T4 1.7 LCD
56 | 25/11/2022 | REVISION T1,T2,T3,T4 1,5 LCD
— UNIT -1V
— [ 26/11/2022 | Quality management & TI.T2.T3,T4 2,3,9 BB
58 i Certifications
[ 28/11/2022 . T1,T2,T3,T4 1,8 LCD
t t :
& Songe ofi Quality Toknow and | 11
60 | 29/11/2022 | Total Quality Management T1,T2,T3,T4 | apply the 1,3,6 BB
61 | 30/11/2022 | Quality by design T3,T4 |standardsof |23 9 LCD
62 | 01/12/2022 | Six Sigma concept T3,T4 ISO for 2,39 BB
| 02/12/2022 | Out of Specifications T3,T4 | quality 1,8, LCD
63 assurancein | 1
E‘“@lmmz Change control T3,T4 |developing [7] 3¢ LCD




04/12/2022 | Introduction to ISO 9000 series of T3,T4 and delivering | 1, 8, BB
65 quality systems standards pharmaceutic | 11
66 05/12/2022 | 1SO 14000 T3.T4 al products 1.3.6 BB
67 06/12/2022 | NABL T3,T4 1,10 BB
68 07/12/2022 | GLP T3.,T4 1,10 BB
69 | 08/12/2022 | Revision on quality by design T3,T4 1,10 BB
UNIT -V
09/12/2022 | Introduction on Regulatory Authorities]  T1,T5 1,4,9,11 BB
71 The
10/12/2022 | Introduction to India regulatory system|  T1,TS ;)Irl%lamzatlon 1,3,9 BB
12 responsibilit
12/12/2022 | Drug regulatory authority of India T1.15 ies of state | 2,3,9 LCD
13 licensing
13/12/2022 | Central Drug Standard Control T1,TS ;‘}‘1‘2"“‘3’ % 1,36 LCD
74 Organization(CDSCO) regulatory
75 14/12/2022 | State Licensing Authority TL.T5 requirement 1, 5,11 LCD
76 | 22/12/2022 | Organization, Responsibilities TLTS | aad 14,7
23/12/2022 | Drug controller general of India T1,TS approval 1,3,8 BB
i (DCGI) procedures
78 | 26/12/2022 | Common Technical Document Tornie 1,6,9 BB
27/12/2022" | Certificate of TI,T5 ?;ing; n 1,11 LCD
79 Pharmaceutical Product(COPP)
80 | 28/12/2022 | Regulatory requirements T1. T2, 13 1.5 11 LCD
29/12/2022 | Approval procedure for new drugs in T3,T4 1,11 LCD
81 India
30/12/2022 | National pharmaceutical pricing T1,T2,T4 1,3,11 LCD
82 authority(NPPA) ’
31/12/2022 | Deficiencies and limitations of drug T1,T5 1,9,11 BB
83 regulatory system
02/01/2023 | REVISION AND TEST ON UNIT- T TS 1,3,11 LCD
84 ¥
03/01/2023 | II MID EXAMS T1, TS 1,3,9 ‘Bg——
TO
85 [07/01/2023
09/01/2023 | REVISION AND TEST ON UNIT- T1.T5 1,3,9,11 BB
86 111
87 10/10/2023 | REVISION AND TEST ON UNIT-1I | T1,T4,T5 49,11 BB
\
SUBJE /&(CHARGE PRINCIPAL
.Vishnu lnstitmr:,(gl:,?:;m;
Narsapu:?t"%”"" 4 Reseax

tedak Dist.-502:
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visiny VISHNU INSTITUTE OF PHARMACEUTICAL EDUCATION AND RESEARCH
byl VISHNUPUR, NARSAPUR, MEDAK DT.

I Mid Subjective Examination NOV 2022

Year& Sem. : IV/ 1 Branch : B.Pharmacy
Sl:lbject& Code :INDUSTRIAL PHARMACY - II Date : 02/11/2022
Time : 2:00 PM to 3:30PM Marks : 10
] _
Q. No Question Description Marks | CO PO BL
PART —A : Answer all
I..a | What are the general consideratios of pilot plant scale up studies? 1 ] 1 1,2
—I Describe briefly about SUPAC guidelines. 1 1 1 1
i Define the following terminologies 1 5 1 1
C
1) Change control 2) Drug master file
Enlist the prime responsibilities of RU (receiving unit) in process of 1 5 | 1
d .
analytical method transfer.
PART- B:Answer either A or B
What is quality risk management? Explain briefly about quality risk 3
2 1 1
2A management
28 | Explain in details about WHO guidelines for process of technology transfer | 3 2 1 2
3a | Explain about pilot plant scale up considerations for solid dosage forms. 3 1 1 1
IB Explain in detail about investigational new drug application 3 3 1 1,2




W VISHNU INSTITUTE OF PHARMACEUTICAL EDUCATION AND RESEARCH
» VISHNUPUR, NARSAPUR, MEDAK DT.

Code No: PS702 Set No. 3

IV B.Pharmacy - I Sem., I -Mid-Term Examinations, NOV , 2022
INDUSTRIAL PHARMACY - 11
Objective Exam

ISHNU

LU [T

Name: Hall Ticket No. R

Answer All Questions. All Questlons Carry Equal Marks. Time: 20 Min. Marks: 10M.
I.Choose the correct alternative:

1. Which of the following is not a space requirement in general consideration of pilot plant?
a)physical testing area b) standard equipment floor space c)storage area d) raw material [ A« ]

2. NDA takes _
2)15 years b) 12 years c) 10years d) 5 years [ O]
._ 3. Key components of TQM are
. a) Consumer/Customer focus b) Continuous improvement
c) Involvement of employoo d) All of these [ é ]
4. Identificution of critical elements in the process
a) Design space ~ b) GAP analysis ¢)IPQC  d) acceptance criteria [ % ]
5. Pharmacovigilance is a part of
a) ICH E1 guidelines b) ICH E3 guidelines
c) ICH E2 guidelines d) ICH E2 (A-F) guidelines [ CL ]
6. A measurable term under which test is considered as acceptable
a) Bracketing b) commissioning c) acceptance criteria d) critical control point [ C ]
7. Comunon lechuical docunent (C1D) is developed by
4).USFDA  bL)MHLW ¢)ICH d)TGA [ . |
8. Key components of TQM are
5 a) Consumer/Customer focus b) Continuous improvement
X ¢) Involvetent of employee d) All of these I d |

9, Identification of critical elements in the process
a) a)Designspace b) GAP analysis ¢)IPQC  d) acceplance crileria [ds 1

10. Pharmacovigilance is a part of
a) ICH E1 guidelines b) ICH E3 guidelines
¢) ICH E2 guidelines d) ICH E2 (A-F) guidelines (4]



II Fill in the Blanks
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an International regulatory authority for drug.

APCTT stands for ;

Define, Mcasure, Analyze, Improve and Control includes in the
ol ’

Kefauver — Ilarries Amendments to the FD&C act

is regulatory authority of India.

Medicine control council is regulalory agency of
Pilot COPP is issued by
Process of increasing the batch size is called as :
Certification system for laboratory accreditation .

puidelines of ICH describes the quality management sysleti.

concopt
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