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	Site Master File :


	

	A Site Master File (SMF) is a document that describes the structure of the organization. 

which involved the site, the manufacturing activities carried out, the facility and premises   

employed and also details of the quality management system in place. A Site Master 

File should contain adequate information but as far as possible not exceed 25-30 pages 

Plus appendices. Simple plans outline drawing or schematic layouts are preferred instead

of narratives. The site master File should be readable when printed on A4 paper sheets.



	
	1.0 General Information on the Manufacturer :


	
	

	
	1.1 Brief Information of Firm :


	
	

	
	XYZ Pharmaceuticals Limited is a professionally managed company founded in the Year ____, with a strong commitment for Quality, Safety, Services and Innovation. 


	
	

	
	The company had built its first manufacturing facility in ____ at _____ Location, to manufacture wide range of Pharmaceutical Formulations  i.e. Tablets, Capsules, Dry Syrups and Injectables with intention of exports to various countries. The organization has technically qualified people in all the departments and good marketing network to deliver high level of customer service and reliability. This has enhanced the company business at much faster rate and XYZ Pharmaceutical is now market leader in ethical Formulation business. In order to keep with the growing business needs and potential business opportunity in newer European markets, the company has set-up a formulation facility and Research Centre at _______ Location. This facility is engaged in manufacturing of Pharmaceutical Formulations i.e. Tablets and Capsules. 


	
	

	
	Research and Development Centre at _____ Location which includes “Formulation Research Development” (FRD) and “Analytical Research Development” (ARD).


	
	

	
	Facility at _____Location is approved by UK-MHRA and engaged in export to European market. 


	
	

	
	In addition to above, XYZ Pharmaceuticals Limited has set-up a new facility (Green Field) (Oral Solid Dosage) at _____ Location in the year ___. The facility is designed to manufacture Pharmaceutical Formulations i.e. Tablets, Capsules and Dry Syrups.  


	
	

	
	This facility is located at _____ Location, which is about ____ Kilometers from ____, towards southeast and is well connected by Road, Rail and Air to ____. The facility is located in Special Economic Zone (SEZ), which is an industrial belt developed by the Government Authority. Infrastructure such as Roads, Power and Water facility are good and reliable.


	
	

	
	The formulation unit (Oral Solid Dosage Block) at _____ Location is dedicated for Manufacturing of Capsules, Tablets and Dry Syrups only.


	
	

	
	The manufacturing plant surroundings are non-polluting and provide minimum risk of contamination. 


	
	

	
	Oral Solid Dosage Block is having Raw Material Stores, Packaging Material Stores, Manufacturing, Packaging, Finished Goods Stores and Quality Assurance on the ____ Floor while Quality Control, Quality Assurance and Service Area on the _____. 


	
	

	
	Utility Block is having Boiler, Air Compressor, Chiller, Water Pre-treatment Plant, DG Set and Power Panels.


	
	

	
	The total Plot Area of Plant is approx. 202,818 Meter2 & of Oral Solid Dosage Block is 27,280 Meter2 and Built-up area of Oral Solid Dosage Block is approx. 9,904 Meter2.


	
	

	
	

	
	

	
	XYZ Pharmaceuticals Ltd. is also manufacturing the product for Contract Manufacturing Operations (CMO) projects.


	
	

	






	Name and exact address of the Site, including Telephone, Fax and 24 Hour Telephone Numbers :


	






	

	
	Site Address

	
	

	
	Registered Office Address  

	
	
	
	

	
	Contact Person Name

	
	
	

	
	Registered Office No.  

	
	
	

	
	Site Telephone No.

	
	
	

	






	Contact No. for 24 hr’s

	
	
	

	






	E-mail Id.

	
	
	

	
	
	
	

	
	D-U-N-S (Plant Site)

	
	
	
	

	
	Geographical Location 

	
	
	
	
	
	
	
	

	
	
	
	

	1.2

	Pharmaceutical Manufacturing activities as permitted by the Licensing Authority:

	
	

	
	Permission of Oral Solid Dosage forms (Tablets, Capsules Dry Syrups) given by Food & Drug Administration under the following license number ; 

	
	

	
	
	
	

	
	License No. : ______ 

	:
[image: ]


	For Products covered under category of Schedules C & C (1) [Excluding those specified in Schedule-X] as per Drugs & Cosmetic Act.

	
	

	
	
	
	

	
	Attached the Copy of Manufacturing License to SMF.

	
	

	
	
	
	

	1.2.1

	Type of actual products manufactured (including Toxic or Hazardous Substances) :

	
	

	
	
	
	

	
	Oral Solid Dosage Formulations (Hard Gelatin Capsules & Dry Syrups) are manufactured at this plant of XYZ Pharmaceuticals Limited, ____ Location.

	
	

	
	
	
	

	
	Facility designed for manufacturing of Capsules (Hard Gelatin), Uncoated Tablets, Coated Tablets and Dry Syrups. 

	
	

	
	
	
	

	
	No toxic or hazardous or veterinary products are manufactured or handled in this facility. 

	
	

	
	
––––––––
[image: ]


	
	

	
	No technical poisons such as pesticides and herbicides allowed in areas used for manufacturing and / or storage of medical products

	
	

	
	
	
	

	1.3

	Any other manufacturing activity carried out at the Site :

	
	

	
	
	
	

	
	No manufacturing activity other than mentioned at 1.2, is carried out at XYZ Pharmaceuticals Limited, ____Location.

	
	

	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


	2.0

	Quality Management System :


	2.1

	Brief Description of Quality Management System :


	2.1.1

	Quality Policy :


	






	XYZ Pharmaceuticals Limited is committed to meet customer satisfaction by providing products of highest quality, purity, safety and efficacy, manufactured in state of the art regulatory compliant facilities. 


	
	

	






	XYZ Pharmaceuticals Limited strives for continual improvement in product quality by investing in research and development and technology with help of implementing strong quality management across all manufacturing facilities.


	
	

	






	To achieve this XYZ Pharmaceuticals Limited constantly pursue opportunities for further improvement by building high skilled teams by providing continuous training and learning.


	
	

	2.1.2

	Elements of Quality Assurance System : 


	
	To achieve the Quality objective, there is comprehensively designed and implemented system of Quality Assurance incorporating Good Manufacturing Practice (GMP) and Good Laboratory Practice (GLP).


	
	The standards such as EU Annex, PICS and 21 CFR referred for the quality system.


	
	

	
	The Quality Assurance & Quality Control Department are independent from the manufacturing operations and the head of the department reports directly to the Managing Director (MD).


	
	

	
	Corporate Quality Assurance (CQA) department at Mumbai is responsible for the overall implementation of the Quality Systems at XYZ Pharmaceuticals Limited, Site as well as other manufacturing sites of XYZ Pharmaceuticals Limited and other manufacturing loan license and third party manufacturing locations.


	
	

	
	The responsibilities of people working in the management are clearly specified.


	
	

	
	Senior management has the ultimate responsibility to ensure an effective quality system is in place to achieve the quality policy, responsibilities which are defined, communicated, and implemented throughout the company.


	
	

	
	The individual is trained as per training on Standard Operating Procedure (SOP) and directed to achieve Quality output. The company has designed training programme for all the employees. Induction training programme for new joiners and refresher training programme for employees includes introduction to concepts of Good Manufacturing Practices (GMP)/Good Laboratory Practices (GLP), health and safety regulations and topics related to job responsibilities. Training Need Identification is decided by the concerned department head on the basis of job profile. On job training imparted to all employees as per Training Need Identification. Effectiveness of training is assessed by immediate evaluation conducted after each training session by questionnaire. 

If the score is less than 80 %, retraining shall be given. If trainee qualifies as per the criteria (≥ 80% marks) and he/she marked any incorrect answer, then counselling will be done with him/her by trainer/ training co-ordinator and remark of the same should be written on respective questionary of trainee(s).

In case an employee is absent for more than 90 days (three months), the retraining shall be given. External training also imparted to employees for various applicable aspect. 


	
	

	
	SOP for preparation of SOP is in place and control is maintained.


	
	

	
	Appropriate SOPs are in place to carry out each activity in systemic and reproducible manner.


	
	Data integrity SOP is in place to assure Quality and integrity of data generated. However, data shall support acronym ALCOA+ (Attributable, Legible, Contemporaneously recorded, Original and Accurate, + - Complete, Consistent, Enduring, Available).


	
	

	
	Periodic medical Check-up at the time of joining and thereafter every year is carried out. Specific test of Penicillin Sensitivity carried out for new employee.  


	
	

	
	First-Expiry-First-Out (FEFO) as well as First-In-First-Out (FIFO) system is implemented in the Warehouse for proper usage of material stock in time.


	
	

	
	Products are designed and developed with validation activity to produce consistent Quality output.


	
	

	
	Each batch of Finished Product is distributed for sale only after approval from Quality Assurance.


	
	

	
	Products are stored, distributed and subsequently handled so that


	
	

	
	

	
	
[image: ]



	
	

	
	

	
	


	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	
	The checking of the batch manufacturing & packaging records and analytical testing records of the batch is in accordance with defined release procedures. 

	The certification of the finished product batch performed by a Head QA or Designee signifying that the batch is in compliance with GMP and the requirements of its Marketing Authorization. 

	Any other relevant legal requirements are taken into account as per checklist incorporated in the SOP.
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