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Global harmonization of regulatory practices is one of the major steps to
ensure the safety, effectiveness and quality of pharmaceuticals and
medical devices. For last couple of years, efforts are being made by
regulatory agencies to identify and resolve issues concerning to
standards, cGMP and regulatory related aspects. Still, there exists a
large gap between the existing practices and regulatory requirements.
Observance of Good Manufacturing Practices requirements as per the
revised Schedule M is still far fetched for many organization.

IS a step towards bridging this gap through information exchange.
This is accomplished by offering professional level of continuing
education through training courses; application-oriented programs and
client-site consultancy services. Interaction of representatives from
different organizations with similar job responsibilities and an easy
access to the faculty, leads to formulation of ideas and queries with
possible solutions. Through this process, each customer's technical
competence is updated; areas of knowledge and expertise are
expanded, thereby increasing their contribution to their company and the
industry as a whole.

Dr. G. L. Jain, one of the known
experts on GMP, has taken a lead
to initiate this centre. Our Team
members have many years of
experience of working in industry
and/or as consultants.

B e , Udaipur

WHAT WE DO...

We assist Pharmaceutical and Medical Device industries in practical
implementation of WHO-GMP, US FDA, MHRA, TGA, ISO: 13485, CE
certification and other quality systems for manufacturing high quality and
cost-effective healthcare products

We provide Active Learning through advanced training courses
using most modern and effective methods.

We provide Guidance to the clients based on their needs. We
specialize in services catering to cGMP requirements with respect
to revised Schedule M and approvals.

We provide Solutions to the problems faced by organizations in
their day-to-day operations by brainstorming and root cause
analysis



has been successfully providing guidance to clients on a broad range of
technical and regulatory issues. We have provided consultancy support to both
upcoming and existing Pharmaceutical, Medical Device & Biotechnology companies.

TURN KEY PROJECTS

has provided project consultancy to Private,

Public as well as Government-Owned firms varying
from Small & Medium to Large scaled manufacturing
facility. The services include:

Land Selection & Project Feasibility Report

Plan Layout (AutoCAD) & Building Matrix

Tender Documents & Selection for Contractors

Guidance on Air Handling System

Supervision of Construction

Validation & Qualification

Personnel Recruitment & Training

Complete Documentation Support

Operational Setup & Systems Development

International Certifications & Compliance

EXISTING PLANT MODIFICATION / EXPANSION

Organizations facing a problem in complying with
constantly changing regulatory guidelines or planning
for expansion seek our technical support. We provide
them with revised Building Layout, improved HVAC
system, complete Documentation support, Internal
Audit, Validation & Qualification and other customized
services as per their requirement. We cater to both
subject specific requirements and consultancy
support on retainership basis for a required period of
time, thus providing our clients with a cost-effective
solution.

Our team possesses strong industry experience in
providing on-site consultancy and conducting training
courses across India. Our expertise in wide range of
areas has helped our clients successfully carry out the
process of modification / expansion.




provides customized documentation services as per the client requirements.
We have a dedicated team comprising of professional who are trained and have a
strong background in the field of documentation for Pharmaceutical, Medical devices
and Biotechnology industry.

Our team is adept in catering to the documentation needs of both existing and
upcoming facilities to make the document system more effective, less cumbersome
to maintain and cost efficient. We follow a collaborative and integrated approach to
develop simplified and effective documents based on client needs vis-a-vis the
regulatory requirements at every stage of documentation process as follows:
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provides support in developing complete documentation system as depicted
above including documents related to Quality, Certifications, Validation &
Qualification, Manufacturing Process, Manufacturing Facility, Product and Document
Management.



Approval by international regulatory bodies is a time taking and arduous task.
Although these bodies follow the same principles, but the approval process of
each agency is different.

INTERNATIONAL CERTIFICATIONS
provides support for following international certifications:
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also provides support in preparation of Conformity Assessment,
Certification related Documentation, Technical File, Pre Audit Assessment,
Training and Audit Reports (both Internal and External).

PRE-ASSESSMENT / GAP ANALYSIS AUDIT

adopts a systematic approach to help the clients meet the regulatory
requirements and acquire various certifications. In order to facilitate this we
conduct a Pre-Assessment (Gap Analysis) study at the company site. The
parameters assessed by during its visit of the Client’s facility are:

Based on this study an Assessment Report is prepared that clearly illustrates
the critical, major & minor areas of improvement and the plan of action
thereatfter.

Thus, we provide technical support at every stage of certification process,
right from need identification to successfully meeting the regulatory
requirements followed by post certification training, compliance reporting and
re-audit.

AUDIT OUTSOURCING

Due to limited man power, at times companies are not able to effectively
conduct audit of their vendors/suppliers. offers audit support to
companies who would like to outsource this task.



In today's dynamic scenario, continuing education is a must for every professional of
pharmaceutical and medical device industry. Personnel are expected to remain
abreast with the current guidelines. Our advanced short-term (2-4 days) training
courses are structured to satisfy this need.

Theses training courses are intended for professionals working in:

Quality Assurance
Manufacturing

Regulatory Affairs
Management HRD

Quiality Control

Production
Utilities

conducts general & advanced client-site training courses for companies
which require training of large numbers of employees, at their facility.

also conducts over a dozen training courses annually, at centralized
locations in the country like Ahmedabad, Hyderabad, Jaipur, Baddi, Haridwar &
Udaipur for training of personnel from pharmaceutical & medical device companies.

COURSE OUTLINES...

GOOD MANUFACTURING PRACTICES

DAY 1 DAY 2 DAY 3
Course Overview Documentation Il Preliminary Statistics
Quality philosophy o Procedures & In-process QC
Building & Premises o SOP, Data Sheet Self Inspection &
Clean Room Concept o Format, Guidelines Quality Audit

Documentation |
0 Quality Manual
o Site Master File

Personnel
Material Management
Packaging & Labeling

QUALITY ASSURANCE CONCEPTS

Hygiene & Sanitation
Validation
Water System

DAY 1 DAY 2 DAY 3
Course Overview Documentation Validation
Quiality philosophy Deviation & Change Handling External
Functions of QA Control Audit

Regulatory Aspects

Standard Operating

Complaint handling

Good Manufacturing Procedures Recall

Practices Specifications & Compliance Reporting
Training imparted by Quality Plans

QA Calibration

VALIDATION & QUALIFICATION

DAY 1 DAY 2
Course introduction Quialification Master Plan
Validation/Qualification Philosophy DQ/IQ/0Q/PQ

Facility and Utility Qualification
Clean Room Qualification
Cleaning Validation

Validation Master Plan
Validation Protocol/Reporting
Process Validation



RISK BASED APPROACH IN PHARMACEUTICAL INDUSTRY

DAY 1
Course introduction

Risk Management Principle

Risk Management Process

Risk Management and Quality

Management System

WHO GUIDELINES

DAY 1
Course Overview G
Quiality Assurance
Philosophy
GMP - Main principles
GMP - Specific
Guidelines on HVAC
System

TRAIN-THE-TRAINER

DAY 1
Developing a training
programme
Presentations: Types &
Means
Presentation: Preparation
& Skills
Assessment of trainees

DAY 2
Methods of Risk Management
Fault Tree Analysis
Failure Mode Effect Analysis
FTA & FMEA

DAY 2
uidelines on:
Validation Master Plan
Process Validation
Cleaning Validation
Analytical Method
Validation
Equipment Validation

DAY 3
Guidelines on:
Water System
Sampling System
Good Storage Practices
Concluding Session

DAY 2 DAY 3
Training requirements from: Demo presentations by:

DOCUMENTATION MANAGEMENT & CONTROL

DAY 1
Course Introduction
Documentation Philosophy
Documentation Pyramid
How to write documents

Document Distribution Control

System

QA QA
QC QC
Production Production
HRD HRD
Stores Stores
Utility Utility

DAY 2

Change Control System

Internal Audit Documentation
Document Review System

Site Master File, BMR, Guidelines
Drug/Device Master File

CLEAN ROOM CONCEPTS

DAY 1
Course Overview
Clean Room Philosophy

DAY 2
Air Handling System: AHU, Filters,
Exhaust.

Contamination & Protection
Mix-Up & Cross Contamination
National & International Standards
Clean Room Technology

Design & Construction
Monitoring
Qualification
Operational Aspects



THE CONCEPT:

The most important asset of a company is its personnel. In-House Training in
reasonable detail is seldom provided due to limiting factors like cost, trainers, training
material, etc. Considering the inadequate training opportunities in the country,

in consultation with Drugs Control Departments and various manufacturer’s
associations, has come forward to conduct State-Wide Technical Training Courses
on WHO-GMP Aspects and QA Concept all over the country.

These courses are aimed towards upgrading the technical knowledge and
competence of the pharmaceutical, medical device & biotechnology industry. Each
participant is provided with a Training Manual & CD containing relevant theory,
international guidelines and checklists on the subject. To evaluate the level of
understanding of the participants, an assessment is conducted at the end of the
course and finally a certificate of participation is awarded to each trainee.

COURSE OUTLINE:

GMP ASPECTS (DAY 1) QA CONCEPT (DAY 2)
Quiality Philosophy - Quality Assurance Philosophy
Building & Premises - Functions of QA
Air Handling System (HVAC) - Regulatory Affairs
Simple Documentation System - Training to be imparted by QA
Personnel & Training - Specifications & Quality Plans
Material Management - Facing an External Audit
Hygiene & Sanitation - Handling Costumer Complaint
Validation & Qualification - Product Recall
Open Discussion: Q & A - Open Discussion: Q & A

PREVIOUSLY CONCLUDED COURSES:

GUJARAT ! UTTARAKHAND ' HIMACHAL PRADESH
(Sept, 2008) : (Jan, 2009) : (April, 2009)
VAPI SELAQUI B ADDI
ANKLESHWAR E HARIDWAR E
VADODARA ' ROORKEE !

FORTHCOMING COURSES:

In the forthcoming months, is going to conduct similar courses in Rajasthan,
Madhya Pradesh, Goa, Maharashtra and so on.

LIMITED SEATS:

In order to maximize the effectiveness of these training courses only 25-30
participants are registered in each course.



has developed manuals for use by pharmaceutical and medical device
industry. The objective, of developing these manuals, is to help the industry
understand the subject and use them in their day to day operations. The
content and its sequencing in the manual are such that after going through the
material, an individual becomes plausibly aware of the requirements and their
interpretations.

has compiled an extensive GMP manual. It contains description of how
to implement GMP, provides examples & templates and includes numerous
checklists, documents and cross-references. Language of the manual is user
friendly. This document consists of 13 chapters and 4 annexure. The contents
of the manual are:

1. General 6. Material Management 10. Hygiene & Sanitation
2. Quality Philosophy 7. Packaging & Labeling 11. Water System

3. Building & Premises 8. Preliminary Statistics 12. Validation

4. Documentation 9. Self Inspection & 13. Factory Inspection

5. Personnel Quality Audit

Quality Assurance is a wide ranging concept that covers all matters that
individually or collectively influence the quality of a product. Therefore QA is
not the duty of a single unit in the company alone, but a responsibility of all
staff members who in a way can influence product quality. Most of the LS| &
MSI do have QA departments, and for SSI QA is a term introduced recently
and hence they are still in the process of understanding the term and its
functions.

has compiled an extensive QA manual. This document consists of 13
chapters and 4 annexure. The contents of the manual are:

1. General 6. Documentation 10. Validation &

2. Quality Philosophy 7. Standard Operating Qualification

3. Regulatory Affairs Procedure 11. Handling External

4. Good Manufacturing 8. Specifications & Audit & Compliance
Practices Quality Plans Reporting

5. Training imparted by 9. Calibration 12. Complaint Handling
QA & Recall

The training manual is a valuable source of training material for

employees of quality assurance, quality control, production, stores, purchase
and personnel in the industry. Hence, companies as well as individuals can
purchase this manual on cost basis.



Dr. G. L. Jain

Ph.D. (Biomedical Engg)
M.Sc. (Chemistry)

Chief Consultant

S. M. Dharmadhikari
M.Sc. (Microbiology)

Technical Consultant

Vartika Harsha

M.B.A. (Marketing),
B.E. (Biomedical Engg.)

Associate Consultant

Kapil Intodia
B.Arch.

Consulting Architect

Kanishk Jain

B.Tech (Biomedical Engg.)

Business Coordinator

has a team of experts in the field of pharmaceutical and medical
devices on its panel. These experts have many years of experience of
working in industry as consultants.

Kapil Bhargava
M. Pharm.

Technical Consultant

Dr. S. S. Surana

Ph.D.(Law), L.L.M.,

Legal & Management
Expert

Harish Devan Harsha

B.E. (Chemical Engg.)

Associate Consultant

Poonam Jolly
B.Arch.

Consulting Architect

Abhay Vig

B.Tech (Biomedical Engg.)

Business Coordinator



CLIENT-SITE TRAINING COURSES

Cadila Pharmaceuticals Ltd, Jammu
Cadila Pharmaceuticals Ltd, Dholka

Zydus Cadila Health Care, Ahmedabad
Zydus Healthcare, East Sikkim

Alkem Laboratories, Daman

GE Healthcare, Bangalore

USV Ltd., Baddi

Vascular Concept Ltd., Bangalore

Akums Drugs & Pharmaceuticals Ltd, Haridwar
Windlass Biotech, Dehradun

Iscon Surgicals Ltd., Jodhpur

I. R. Surgicals, Hyderabad

Ahlcon Parenterals (India) Limited, Bhiwadi
Western Drugs Pvt. Ltd., Udaipur

True Pack Ltd, Bangalore

Micro Lab, Bangalore

CONSULTANCY SERVICES
MEDICAL DEVICE COMPANIES

Dr. Sabharwal’'s Wound Care, Baddi

Revised Building Plan, Matrix & Technical Support
Siora Surgicals Pvt. Ltd., New Delhi & Sonepat

Turn-key project as per WHO-GMP (Building plantos et up)
Sahajanand Laser Technology Ltd., Ahmedabad

Turn-key project as per WHO-GMP (Building planto  set up)
I.R. Surgicals, Hyderabad

Turn-key project as per WHO-GMP (Building plantos et up)
Iscon Surgical Ltd., Jodhpur

Schedule M/ WHO-GMP Consultant & Training
Corporate Channels India Pvt. Ltd., Udaipur

Turn-key project as per WHO-GMP (Building plantos et up)
Central Institute of Plastic Engineering & Technolo gy (CIPET), Chennai

Sterility testing facility: Layer and Documents pre paration



PHARMACEUTICAL COMPANIES

Cadila Pharmaceuticals Ltd., Jammu

WHO-GMP Consultant & In-Plant Training
GE Healthcare, United Kingdom (UK) & Bangalore (Ind ia)

Quality Management System Consultant & In-Plant Tra  ining
Indian Drug & Pharmaceutical Ltd., Gurgaon

Turn-key project as per WHO-GMP & US FDA (Building  plan to set up)
Indian Drug & Pharmaceutical Ltd., Hyderabad

Modification of plant as per Revised Sch. M/ WHO-G MP
Indian Drug & Pharmaceutical Ltd., Muzzafarpur

Modification of plant as per Revised Sch. M/ WHO-G MP
Staywell Formulations Pvt. Ltd., Roorkee

Turn-key project as per WHO-GMP (Building plantos et up)
Retort Laboratories, Chennai

Schedule "M’ consultant
Combat Drugs Ltd., Hyderabad

Turn-key project as per WHO-GMP (Building plantos et up)
Western Drugs Pvt. Ltd., Udaipur

Modification of plant as per WHO-GMP & In-Plant Tra  ining
Camphor & Allied Products, Bareily (UP)

Schedule M/ WHO-GMP Consultant
Yash Pharma Laboratories, Roorkee

WHO-GMP Consultant
Unicure (INDIA) Pvt Ltd, Roorkee

Building Plans, Air Handling System and Documentati on
Ambic Ayurchem Ltd., Roorkee

Building Plans, Air Handling System and Documentati on
East-African Remedies, New Delhi

Building Plans & Matrix as per Schedule M and WHO-G  MP
Lark Laboratories, Bhiwadi

Facility Assessment: Schedule ‘M’
Mavens Biotech Ltd., New Delhi

Technical Project Consultant
Goel Homoeo Pharma, Chittor

Schedule M / WHO-GMP Consultant
Consern Pharma Ltd, Ludhiana

Building Plan as per WHO-GMP



HEAD OFFICE: BRANCH OFFICE:

26, New Navratna Complex 105, Second Floor
Bedla Road G- Block, South City Il
Udaipur - 313 004 Gurgaon - 122 002
Rajasthan, INDIA Haryana, INDIA
Mobile: + 91 94140 50405 Mobile: + 91 99108 71555

96492 29252 99583 88355
Phone: + 91 294 2450074

3291791

EMAIL.:
General Query info@calgs.com
Business Query : kji@calgs.com

HOW TO GET TO CALGS, UDAIPUR:

By ~

The local airport is situated at Dabok, 22 km. away from the Udaipur city.

By

Udaipur is approachable through train route from New Delhi, Mumbai,
Ahmedabad, Jaipur & Kota.

By B4

Udaipur is well connected with Delhi, Ahmedabad, Mumbai, Surat,
Baroda, Vapi, Jaipur, Jodhpur & Kota.



