Criterion 2-Teaching-Learning and Evaluation [QnM-2.3.2]

! V L'S

w VISHAL INSTITUTE OF PHARMACEUTICAL

wwaron wded

Dr. S. L. Jadhav

Princpal

EDUCATION & RESEARCH

Ale, Tal Junnar, Dist. Pune-412411 | Centact No. : 9852376014 | E-mail : vism principal@gmail.com | Websde: www.viperake.com

PC.I Inst, Code : PCI-2620 | D.TE, Inst. Code = 6361 | Universtty 1.0. No. : CPHPO12670

Vi z.}{)-ji@titute of Pharmaceutical Education & Research, Ale| Teaching- Learning an

2.3.2
ICT TOOLS
INDEX J

Sr. Name of Documents
No.

1 Sample Power Point presentation

2 Use of social media

3 Zoom Video conferencing

4 Online e-resources

5 ICT Enabled Classrooms Photo

6 Use of Software

NS

< AMELAL peoTrrefre A DU ADMAACEL ITICAS

SSEARCH

ST-PUNE 412411

EDUCATION A
ALE TAL-JUNNAF




Criterion 2-Teaching-Learning and Evaluation [OnM-2.3.2]

w VISHAL INSTITUTE OF PHARMACEUTICAL
s e EDUCATION & RESEARCH

Ale, Tal, Junnar, Dist. Pune-412411 | Centact No. : 9892376014 | E-mail - vism principal@gmail.com | Websdte, www.viperate.com

Dr. S. L. Jadhav
Princisl PC.L Inst, Code : PCI-2620 | D.TE, Inst. Code - 6361 | University L.O. No. : CPHPO12670

/
ICT TOOLS

1. SAMPLE POWER POINT PRESENTATION
\

>

e

(W T SR LI IR e s & el

EDUADMACELITICAL

Page | 2

EDUCATION AND RESEARCH
ALE TAL-JUNNAR DIST-PUNE 412411




Criterion 2-Teaching-Learning and Evaluation [OnM-2.3.2]

w VISHAL INSTITUTE OF PHARMACEUTICAL

woion e EDUCATION & RESEARCH
S B Sa Ale, Tal, Junnar, Dist. Pune-412411 | Contact No. : 9892376014 | E-mail  vism principal@gmail.com | Website: www.viperale.com
" Princa PC.l Inst, Code : PCI-2620 | D.TE, Inst. Code - 6361 | Universty 1.D. No. : CPHPO12670
QUALITY ASSURANCE AND
QUALITY MANAGEMENT
CONCEFPT
W
VISHAL INSTITUTE OF PHARMACEUTICAL EDUCATION AND |
RESEARCH ALE |
| e esamatessaswass |
| CONTENT
* Quality control
* Quality Assurance
« GMP
* CDSCO
» USFDA
* WHO
* PICS

EDUCATION AND RESEARCH
ALE TAL-JUNNAR DIST-PUNE 412411




Criterion 2-Teaching-Learning and Evaluation [QnM-2.3.2]

V S

w VISHAL INSTITUTE OF PHARMACEUTICAL
s e EDUCATION & RESEARCH

Ale, Tal Junnar, Dist. Pune-412411 | Centact No. : 9892376014 | E-mail - vism principal@amail.com | Websde: www.viperale.com

Dr. S. L. Jadhav

Princes PC.| Inst, Code : PCI-2620 | D.TE, Inst. Code 6361 | Universty L.O. No. : CPHPO12670

| QUALITY CONTROL (QC)
Quality -
* product with zero defect or a product that meet customer satisfaction.
¢ [tisalso reflected by degree of excellence.

Quality control — Definition-

* [t is a svstem of maintaining standards in manufactured products bv
testing a sample of the output against the specification.

* Testing a phammaceutical product involves chemical, physical and
microbiological evaluation or test.

= It is concept to ensure the identity and purnty of a particular
pharmaceutical product.

* According to IS0 9000 quality control is a part of quality
management system, focused on fulfilling quality requirements.
R e e
QUALITf CONTROL

COuabity control — Responsibalities-
1. Itisresponsible for every time, control of quality within a company.

2. It is responsible for analvtical testing of received raw matenal and
inspection of packaging of final product.
It is responsible for selection of vendors.

It is also responsible for inspect surrounding area for manufacturing
pharmaceutical product.

Itis also responsible for testing finished products.

To prepare & follow the approved departmental SOPs.

To record raw data and analytical results in analytical test data sheet.
To ensure the compliance of the lab observations.

To prepare working standards, reference standards.

1-|:|- To ensure proper cleanliness & housekeeping lab on dailv'basis
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QUALITY CONTROL
Quality control - Objectives —
1. To establish the desired quality standards which are acceptable to the
customers and consumers.

2. To make a plan for execution, the economical production of high
quality product at the quality level the customer wants.

3. To analyze the trend and extent of quality deviations in a
manufacturing processes.

4. Evaluating methods and processes of production of pharmaceutical
product for maintaining quality.

5. Itaccelerate the sale of the goods by supplving only the quality
goods.

6. QC aim in manufacturing, standard quality of product and avoids

producing inferior quality goods.

Increase employee motivation.

8. Promote teamwork in group.

QUALITY ASSURANCE (QA)

~l

Definition of QA -
* [Itisthe assurance of quality requirements for a product or service in
the pharmaceutical industry.

* Quality assurance aims to create and maintain customer confidence
in the product, and the goal is to detect defects early or to prevent
them.

* Inthis process we compare the quality of finished product with its
pre- designed sample.

* According to ISO 9000 it is a part of quality management system
focused on providing confidence that quality will be fulfilled.
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Responsibilities of Q:T-g
Check properly manufacturing process.

Take batch record review.

It is also responsible for making the master plan for entire process.
It is also responsible for stability testing and shelf life evaluation.
During process deviation are recorded, investigated and recorded.

Armmangement are made for the manufacturing, supply and use of
correct starting and packaging material.

b el e A

— By T Ty " e

QUALITY ASSURANCE (QA)

Rj«&'n of QA-

1. Product design and development is by requirements of cGMP.
2. Finished products are appropriately checked by pre-determined
procedures.

3. Every production batch is certified by authorized persons before it is
released for sale and supply.

4. There are satisfactory measures adopted to ensure the quality of the
product is maintained throughout its shelf life.

5. The quality of products is regularly evaluated to verify that the
process is consistently providing quality products.

6. Enhance efficiency of pharmaceutical products

7. Assuring the quality of raw material.

8. Assuring the quality of finished product.

9. Evaluating plant environment.
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