QUALITY CIRCLE FORUM OF INDIA
ANKLESHWAR CHAPTER
PHARMACEUTICAL WING

Organizing
Two days’ Training on:
Revised Schedule M for API
(Part 1 & Part XII)

Date: 2nd & 3rd February, 2026

EXxperts:
Dr. Milind Pathak
Mr. Bharat Bhamre

Program Facilitator:
Ms. Alka Kale




Schedule M:

« Schedule M of the Drugs and Cosmetics Rules, 1945, prescribes
Good Manufacturing Practices (GMP) and specifies requirements
for premises, plant, and equipment used in the manufacture of

pharmaceutical products. Adherence to these standards ensures
product quality, safety, and efficacy.

Training Objectives:

 Interpret each clause of Schedule M using relevant real-worid
examples.

- Identify gaps and deviations in current manufacturing practices.
 Prepare effectively for regulatory inspections and audits.
 Implement robust and sustainable compliance systems.

Audience:

« Senior & Middle Management professional engaged in
pharmaceutical manufacturing industries.
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Our Experts:

Dr. Milind Pathak

Associated with

Pharmaceutical

industries since
45 years

Mr..Bharat Bhamre

Mechanical Engineer
Associated with
Pharmaceutical

industries since 40
years



DAY - 1

PART - 1

08:45 to 09:00

Breakfast & Registration

09:00 to 09:30

Inauguration

09:30 to 10:15

Pharmaceutical Quality System (PQS)

10:15 to 11:00

Quality Risk Management (QRM)

11:00 to 11:30

GMP, Sanitation and Hygiene, Qualification and Validation

11:30 to 11:45

Tea - Break

11:45 to 13:00

Complaints and adverse Reaction, Recall, Change Control,
Contract Manufacturing, Self-inspection, Quality Audits and
Suppliers’ Audits and Approval

13:00 to 13:45

Lunch Break

13:45 to 15:30

Personnel, Premises

15:30 to 15:45

Tea Break

15:45 to 17:30

Equipment, Materials, Reference Standard, Waste
Materials, Documentation

17:30

Closure




DAY - 2

PART - 12

08:45 to 09:00

Breakfast

08:45 to 09:00

Recape

09:15 to 11:00

Good Practices in Production, Quality Control & Computerized
System

11:00 to 11:30

Introduction, Quality Management, Personnel, Building and
Facilities

11:30 to 11:45

Tea Break

11:45 to 13:00

Process Equipment, Documentation and Records

13:00 to 13:45

Lunch Break

13:45 to 14:30

Materials Management, Production Controls

14:30 to 15:15

Packaging and Labelling, Storage and Distribution, Laboratory
Controls

15:15 to 15:30

Tea Break

15:30 to 17:00

Validation and Change Control, Rejection and reuse of
materials, Complaints and Recalls, Contract Manufacturers

17:00 to 17:30

Valedictory Function and Certificate Distribution

17:30

Closure




Schedule & Venue:
 Date: 2nd & 3rd February, 2026 (two days)
e Time: 09:00 am to 05:30 pm
e Venue: Mastiff Hotel, Near Railway Station, Ankleshwar - 393002.

Certificate:
« Certificate will be awarded to the participants at the end of the

training programme.

Fees:
 INR 7,500/- per participant + 18 % GST (Total 8,850 /- INR).
« Course fee includes training material, tea-snacks and working
lunch.
o This training is a non-residential training.

Registration Process:
 Registration can be acknowledged on qcfi.ank@gmail.com
o Call on 9377434079 /9375233039 for any additional information and
registration.
e Request to prepare Demand draft or Cheque in favour of “Quality
Circle Forum of India” and can be submitted at following address.

QUALITY CIRCLE FORUM OF INDIA,
Ankleshwar Chapter
Opp. State Bank of India (Main Branch), Station Road,
ANKLESHWAR-393001, Dist.: Bharuch (Gujarat)

« GST number and Bank details shall be provided for payment through
NEFT at qcfi.ank@gmail.com, if requested.
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