Perfect Phar maceutical Consultants Pvt. Ltd.
D-wing, Office no G4& 5, Chinchwad Station, Chinchwad Pune-19

Tele: +91 20 27470448/Fax: +91 20 7441048
Mob: +919890512558
Email: srgupta@perfect-consultants.com

C. T. D. FORMAT DRUG MASTER FILE

INDEX
PART DATA MODULE Page No.
2.0 COMMON TECHNICAL DOCUMENT SUMMARIES
2.3.S QUALITY OVERALL SUMMARY
2.3.5.1 General Information
2.3.52 Manufacture
2.3.5.3 Characterization
2.3.54 Control of the drug Substance
2.3.55 Reference Standard
2.3.56 Container Closure System
2.3.5.7 Stability
3.0 QUALITY (CHEMICAL AND PHARMACEUTICAL
INFORMATION)
3.2.s DRUG SUBSTANCE
3.2S.1 GENERAL INFORMATION
3.2S511 Nomenclature
3.2.5.1.2 Structure
3.2.51.3 General Properties
3.2.8.2 MANUFACTURER
3.2.5.2.1 Manufacturer
3.2.52.2 Description of Manufacturing Process and Process Controls.
3.2.5.2.2.1 | Flow Chart of Manufacturing Process.
3.2.5.2.2.2 | Synthetic Route of Manufacturing Process.
3.2.5.2.2.3 | Manufacturing Process Detalls.
3.2.5.2.3 Control of Raw Materials.
32524 Controls of Critical Steps and Intermediates
3.2.5.2.5 Process Validation.
3.2.5.2.6 Manufacturing Process Devel opment
3.2.8.3 CHARACTERISATION
3.253.1 Elucidation of Structure.
3.2.5.3.1.1 | Elementa Anaysis



mailto:srgupta@perfect-consultants.com

Perfect Phar maceutical Consultants Pvt. Ltd.
D-wing, Office no G4& 5, Chinchwad Station, Chinchwad Pune-19

Tele: +91 20 27470448/Fax: +91 20 7441048
Mob: +919890512558
Email: srgupta@perfect-consultants.com

3.2.5.3.1.2 | InfraRed Spectrum of the Drug Substance.

3.2.5.3.1.3 | NMR Spectrum of the Drug Substance.

3.2.5.3.1.4 | Mass Spectrum of the Drug Substance.

3.2.53.1.5 | UV Spectrum of the Drug Substance.

3.2.5.3.2 Impurities.

3.2.5.3.2.1 | Potential Impurities.

3.2.5.3.2.2 | Anaysis of Working Standard for Determination of
Potential Impurities.

3.2.53.2.3 | Validation of Analytical Methodology For The Estimation
of Potentia Impurities.

3.2.5.3.2.4 | Residua Solvent Impurities.

3.2.5.3.25 | Vdidation of Analytical Methodology For The Estimation
of Residual Solvent Impurities.

3.2.54 CONTROL OF DRUG SUBSTANCES

3.2.54.1 Specification.

3.2.54.2 Analytical Procedures.

3.2.54.3 Validation of Analytical Procedure.

3.2.54.4 Batch Analysis

3.2.5.4.4.1 | Certificates of Analysis

3.2.54.5 Justification of specification

3.2.S55 REFERENCE STANDARDS

3.2.5.6 CONTAINER AND CLOSURE SYSTEM

3.2.56.1 Packaging Details.

3.2.5.6.2 Specification for Packaging Materials.

3.2.5.7 STABILITY

3.25.7.1 Stability Summary and Conclusions.

3.2.5.7.2 Post Approval Stability Protocol and Stability Commitment.

3.2.5.7.3 Stability Data.



mailto:srgupta@perfect-consultants.com

Perfect Phar maceutical Consultants Pvt. Ltd.
D-wing, Office no G4& 5, Chinchwad Station, Chinchwad Pune-19
Tele: +91 20 27470448/Fax: +91 20 7441048
M ob: +919890512558
Email: srgupta@per fect-consultants.com

General I nformation

1 | Company Name Perfect Pharmaceutical Consultants Pvt. Ltd.
2 | Company Address “Prestige Classics’ D-Wing, Off. No. G4 & 5
Opp. Dr. Kanitkar's Hospital; Dawa Bazar,
Chinchwad Stn. Chinchwad; Pune—411019
Maharashtra; INDIA
3 | Website www . perfect-consultants.com
4 | Yearsin Business 20
5 | Privately owned/ Public Company Private Ltd company
6 | Number of employees 20
7 | Number of employeesin thefield of registration 15
procedure
8 | Officelocated in Address same as above
9 | Knowledge in the chemical and pharmaceutical Well versed with the current Regulatory
industry requirements worldwide for Drug Registration.
10 | Experiencein thefield of Active pharmaceutical Total 12 Years Experience in preparation of
ingredient API registration DMF, Registration & Answer to post
submission queries, GMP Audits, etc.
11 | References of successfully registered products with Aceclofenac, Pregabaline, Olmesartan, Docetaxel,
the drug controller Topotecan, Sulbactum, etc.
12 | Experiencein other useful fields US-DMFs, EDMFs, CTDs, Dossiers, etc.
Contact Details
13 | Main Contact Mr. R. M. Gupta
14 | Position and background of the main contact Managing Director (M. Pharm. Tech)
15 | Contact details of the main contact E-mail :- guptal@vsnl.com
Mob. :- +91-9371020504
16 | Deputy Mr. S. Vishweshwar
17 | Position and background of the deputy Executive Director (M. Pharm.)
18 | Contact details of the deputy E-mail :- gupta2@eth.net

Mob. :- +91-9370080448
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