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BUSINESS PROFILE

CHEMENGERS

ENGINEERING AND VALIDATION CONSULTANTS

www.chemengers.in
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Company

Chemengers is a leading design consulting and Engineering
company specializing in the Pharmaceutical, Biotechnology,
Medical device and Food industry.

We adapt to latest technological developments in the industry
and are aware of modern technologies, machines, and
products. We are your single source and the link between your
manufacturing dream and reality.

Our high calibre, well-trained team can provide customer-
orientated solutions, whilst dealing with real-life constraints.
The company fundamentals are based upon a good
understanding of pharmaceutical/biotech processes and
quality assurance.

" Delivering excellence"



OUR KEY TEAM

GREAT TEAMWORK

SUMESH
GOSWAMI

Over 20 years of experience in
the Fields of Designing,
planning and co-ordination for
Pharmaceutical Formulation
and API Facilities. Led several

project to successful
completion locally and
internationally as well. An

expert project manager with all
round knowledge of all the
design disciplins.,

PAWAN
PANDEY

Over 20 years of experience
in the Fields of Designing,
planning and co-ordination
for Pharmaceutical
Formulation and API
Facilities. Pawan Pandey is
expert in structure and civil
design, with in-depth
knowledge of various
pharmaceuticals process and

facility design. He is well
versed in planning and
execution of
Greenfield/Brownfield  and
up-gradation of
pharmaceutical facilities.

Also he has participated in
site project management for
various prestigious projects.

SUNIL
LANDE

Over 20 years of experience
in the Fields of Designing,
planning and Project
management for
Pharmaceutical Formulation
and Biotechnology Facilities.
Has been a part of several
projects in Biotechnology,
Formulations, lozenges,
suppositories, cosmetics, etc.
Successfully executed
projects in India and Abroad.
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DELIVERING RESULTS, RELIABILITY, &
ROCK SOLID DEPENDABILITY



OUR SERVICES
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PROCUREMENT ASSISTANCE

Vendor Selection for Equipment &
Contracts.

Floating of Enquiry and Tender
Documents

Technical Evaluation
Techno-Commercial Comparison
Technical Recommendation of
suitable vendor.

Contruction Management

Scheduling, Monitoring and Controlling construction
and installation activities

Preparation of weekly and monthly activity progress
reports, highlighting slippages and suggest ways to
expedite work

Managing Site logistics

Checking and certification of bills

Controlling and monitoring of SHE (Safety, Hygiene
and Environment)

Monitoring the quality of material in relation to
specification

Carrying out site performance tests

Recording and updating all test results, reports and
certificates and submit to client

Ensuring compilation of As-Built documentation



OUR SERVICES
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Qualification and Validation

Validation Master Plan (VMP) and
Project Validation Plans

Risk & Impact Assessment
Develop and Review User
Requirement Specification (URS)
Review of Functional Design
Specification (FDS) of equipment
Development of DQ, IQ, OQ and PQ
Documents

Factory Acceptance Test

Site Acceptance Test

Computer System Validation

Regulatory Compliance

Preparation of Drug Substance and Drug product
registration dossier

Dossier Preparation & Submissions in CTD

Drug Firm Establishment Registration

NDC [National Drug Code] and Electronic submission
Preparation of DMF [Drug Master Files]

Review of Dossiers

GAP Analysis

Liaison for DCGI licensing & FDA, CDSCO activities
Site Master file as per Local FDA requirement



OUR SERVICES
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Concept Engineering

* Site Master Planning

e Conceptual Design Planning

e cGMP Layouts

e (Containment Strategies

e General Planning & Engineering
* Equipment Sizing

e Production Capacity Planning

e Basis of Design

e (ost Estimates

Detailed Engineering

Tender Documents with BOQ and specifications for

e Architectural, Civil, Structural

e Mechanical

e HVAC

e Modular Panels/Clean Rooms

e FElectrical, Instrumentation

e BMS, EMS

e Fire Fighting

e (lean Utilities

e Black Utilities

e Bill of Quantity, Revit 3D Design on BIM Platform,
Technical Data Sheets, Technical Specifications,
Approved Makes List, Good for Construction
Drawings.




Ointments and creams
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INDUSTRIES CATERED

Injectables

Large Volume Parenterals Eye Ear Drop

e LA
£ | B

v
T

Medical Devices Lozenges  Liquid Oral Syrups

Suppositories
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OUR CLIENTS
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Disposable Medical Devices A Promise of

Good Health

sy FAITHIN A HEALTHY FUTURE
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OFFICES

New Delhi

E21- Mansarovar Gardens, New Delhi
-110015

Contact No: +91-9810107871
+91-9717471563
sumeshgoswami@chemengers.in
pawanpandey@chemengers.in

Thane

1811,

Solus,

Hiranandani Estate,

Thane- Maharashtra

400607

Contact No: +91-9911285867
sunillande@chemengers.in

www.chemengers.in




