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1.0 OBJECTIVE :

To lay down the procedure for annually review of product quality of all manufacturing medicinal products.
2.0 SCOPE : 

This SOP is applicable for all the products manufactured at the factory premises of Dey’s Medical Stores (Mfg.) Ltd. 62, Bondel Road, Kolkata-700019.
3.0 RESPONSIBILITY:
3.1 QA Executive shall be responsible for compilation and preparation of report of APQR.
3.2 Head Production / QC / Engineering / Manager-QA shall be responsible for review of the APQR.
3.3 Head Quality Assurance is responsible for approval of Annual Product Quality Review Report. 
4.0 ACCOUNTABILITY:

Head – Quality Assurance
5.0 PROCEDURE: 
5.1 Annual Product quality review (APQR) shall be prepared to complete the review of all the products manufactured between April to March of preceding year by the subsequent year. 
5.2 APQR shall be prepared for each strength of the product formula of pharmaceutical product.
5.3 If any products/ batches of that product not manufactured during review period, APQR to be prepared for review of past manufactured batches for the following quality attributes (but not limited) to Stability study, Market complaints and Retention/Control samples.

5.4 If less than 10 batches are manufactured in a year, then previous year’s batches shall be considered for data trending to fulfill total of 10 batches for identification of any adverse trend from graphical presentation wherever applicable. If in immediate past year there is not a single batch manufactured or small batches manufactured, then maximum last 2 year’s batches data will be considered for trending. Hence considering immediate past 2 year’s batches along with current year batches are less than 10 numbers, then data trending is not required. 
5.5 Following attributes shall be considered for review while preparing the APQR.
5.5.1 Review of quality attributes of starting materials and packaging materials used for the product, especially those from new sources and in particular the review of supply chain traceability of active substances.
5.5.2 Review of critical in-process controls, and finished product results:
5.5.3 Review of finished product specification shall be included in the APQR, any change in pharmacopoeia status (change in Pharmacopoeia monograph: test included or excluded or testing procedure) shall be included in review.
5.5.4 Review of all batches that failed to meet established specifications and their investigation.
5.5.5 Review of all significant deviations or non-conformity, the related investigations and the effectiveness of resultant corrective and preventive actions taken.

5.5.6 Review of all changes made to the processes or analytical methods.
5.5.7 Review of dossier variations submitted, granted or refused. (if applicable)
5.5.8  Review of the results of the stability monitoring programme and any adverse trends or significant changes.
5.5.9 Review of all quality related Returns, Complaints and Recalls and the investigations performed at the time.

5.5.10 Review of adequacy of any other previous corrective actions on product processes or equipment.
5.5.11 Qualification status of relevant equipment and utilities and review of the results of monitoring the output of such equipment and utilities.
5.5.12 Review of technical agreements between parties to ensure that they are up-to-date.
5.5.13 APQR for the products manufactured by third Party/ Loan License shall be taken by the manufacturers.

5.6 If the product quality review leads to the revalidation of the product/process the same shall be considered for revalidation with prior approval of Head Quality Assurance.
5.7 The data (product data which can be trended) of APQR shall be evaluated by using process capability technique. Cp & Cpk shall be calculated for statistical evaluation.
5.7.1 Methodology for Process capability evaluation:

5.7.1.1 Formula for two-sided specification:

Process Capability, Cp = (Allowable Range) / 6 X SD i.e. (USL-LSL) / 6 X SD
5.7.1.2 Formula for one-sided specification:

CpL = (Mean – LSL)/ 3 X SD

CpU = (USL – Mean) / 3 X SD
Where,
Cp: evaluate variation of the process

SD: Denotes standard deviation.

USL: Denotes Upper Specification Limit

LSL: Denotes Lower Specification Limit
Process Capability Index, Cpk: evaluate the centering of the process (minimum of CpL and CpU
5.7.2 Minimum 10 batches shall be considered to calculate the process capability.

5.7.3 Parameters that can alter the quality of product or have direct impact on other parameters, if required recommend changing the limit by means of revalidation.

5.7.4 Template of APQR has been attached as Annexure-I. 

5.7.5 Graphical representation of data of key quality parameters (which can be trended) shall also be prepared and enclosed with the product quality review.
5.8 If any non-compliance results found during review (other than deviations), the same shall be evaluated through investigation.
5.9 Action Plan taken for APQR shall be mentioned in Conclusion / summary if any.
5.10 Annual product quality report shall be numbered as 

APQR/XX-XX/YY, 

Where, APQR – Annual Product Quality Review.

XX-XX represents financial year, for e.g. 23-24 for financial year 2023-2024
YY represents product batch prefix (product batch prefix can be referred from SOP No. DMSQAD123) 
5.11 Any recommendation of Head QA after review of the APQR, if requires to initiate a CAPA then the same shall be raised as per respective SOP. 
5.12 APQR reports shall be retained for a period of 5 years from the preceding calendar. 

6.0 REFERENCES: 

   Schedule M of the Drugs & Cosmetic Act.
7.0 ANNEXURE: 
	Annexure No.
	Title of Annexure
	Format No.

	Annexure  - I   
	Annual Product Quality Review (Specimen copy)
	DMSQAD125-FM001-01



8.0 DISTRIBUTION: 
8.1 Master Copy: Quality Assurance

8.2 Controlled Copy: Production, Quality Control, Eng. & Maintenance.
9.0 ABBREVIATIONS:
	SOP 
	:
	Standard Operating Procedures 

	cGMP
	:
	Current good manufacturing practices 

	APQR 
	:
	Annual Product Quality Review

	QC 
	:
	Quality Control 

	QA 
	:
	Quality Assurance 

	CAPA
	:
	Corrective Action and Preventive Action

	CPC
	
	Critical Process Control


10.0 REVISION HISTORY: 

	Revision 
	Change Control No.
	Reason for Change 
	Effective Date

	03
	CC/BRM/22001
	Change in format
	01.07.2022

	04
	CC/BRM/22037
	1.Title of SOP changed as ‘Annual Product Quality Review’
2.Content of APQR incorporated in SOP in section 5.3
3. Specification limit incorporated in graph.
	06.01.2023

	05
	CC/BRM/24006
	Updation in APQR SOP and format in compliance with revised schedule M Guidelines.
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