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                    LICENSING AND ENFORCEMENT DIVISION 

 
PUBLIC cGMP INSPECTION REPORT OF PHARMACEUTICAL MANUFACTURER: 

 

                                                                Encore Healthcare 

 

1.0 General Information  

  

1.1 Name of Inspected company     Encore Healthcare 

 

1.2 Physical address D-5 MIDC, Industrial area, Paithan- 431 148, 

Aurangabad, Maharashtra, India 

1.3 Corporate address 
3rd & 4th floor, Meher Chamber, R. Kamani Marg, 

Ballard Estate, Fort, Mumbai-400 038 India 

1.4 Summary of the main 

activities performed  

Manufacture of the following finished pharmaceutical 

dosage forms: General Oral solid dosage forms tablets 

and capsules 

1.5 Scope of Inspection Product based inspection to verify compliance to cGMP 

guidelines for the manufacture of general:  

• Oral Solid Dosage Forms – Tablets and Capsules 

  

1.6 Purpose of Inspection To ascertain cGMP compliance for the products which 

have been submitted for registration with the Medicines 

Control Authority of Zimbabwe (MCAZ) 

1.7 Inspectors Mr. Sly Mutyavaviri – Lead Inspector 

Ms. Martha Mwatseteza – Co-inspector 

1.8 Date of Inspection 27th to 28th February, 2025 
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2.0 Abbreviations 

 

Abbreviation Full Form 

cGMP Current Good Manufacturing Practices 

MCAZ Medicines Control Authority of Zimbabwe 

WHO World Health Organization 

PIR Public Inspection Report 

GMP Good Manufacturing Practices 

AHU Air Handling Unit 

HVAC Heating, Ventilation, and Air Conditioning 

CFM Cubic Feet per Minute 

HEPA High-Efficiency Particulate Air 

GRN Goods Receipt Note 

ERP Enterprise Resource Planning 

SOP Standard Operating Procedure 

BMR Batch Manufacturing Record 

BPR Batch Packing Record 

APQR Annual Product Quality Review 

PQR Product Quality Review 

CAPA Corrective and Preventive Action 

LD50 Lethal Dose 50 

RO Reverse Osmosis 

LOD Loss on Drying 

RSD Relative Standard Deviation 

NMT Not More Than 

NLT Not Less Than 

Q Quantity (in dissolution testing) 

DT Disintegration Time 

FAT Factory Acceptance Test 

SAT Site Acceptance Test 

TSA Tryptic Soy Agar 

SDA Sabouraud Dextrose Agar 

RODAC Replicate Organism Detection and Counting 

CFU Colony Forming Unit 

RH Relative Humidity 

FMEA Failure Mode and Effects Analysis 

FMECA Failure Mode, Effects, and Criticality Analysis 
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HPLC High-Performance Liquid Chromatography 

 

 

2.1 Brief summary about the facility  

 Encore healthcare is located at D-5 MIDC, Industrial area, Paithan- 431 148, Aurangabad, 

Maharashtra, India.  The company manufactures general hard gelatin capsules and tablets. 

 

2.2 General Information about the Company and the Site 

 

This was a routine inspection of the facility after the company submitted products for 

registration. The company manufactured general hard gelatin capsules and tablets and the focus 

of the inspection was on the dosage forms which had been submitted for registration. 

 

The inspection was conducted over two (2) days. The first day involved an introduction and 

company presentation meeting attended by senior members of the Encore Healthcare team and 

the MCAZ inspectorate.  

 

The inspection was conducted with reference to and in accordance with the WHO Good 

Manufacturing Practices detailed in the Technical Report Series 986, Annex 2 of 2014, among 

other relevant current guidelines. The inspection was conducted in an open and cooperative 

atmosphere. 

 

2.3 Products registered in Zimbabwe 

None. 

 

2.4 Products currently under evaluation for registration in Zimbabwe 

 

This was a product-based inspection of the manufacturing facility that submitted applications 

for the registration of the following medicines in Zimbabwe: 

As stated in the final report 

 

2.5 Areas inspected (Not exhaustive) 

 

⮚ Quality Management: Product Quality Review (PQR), Quality Risk Management, 

Deviation control, finished product and starting material batch release, Contract 

agreements and Supplier approval. 

⮚ Materials Management: Receipt, handling, quarantine, sampling, release, reject, 

temperature (and humidity) monitoring and dispensing. 

⮚ Good Practices in Production: Production areas, production equipment, 

documentation and instructions, sanitation cleaning and maintenance, batch records, 

calibration, contamination control, in process controls. 
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⮚ Quality Control: Review of test procedures and specifications.  

⮚ Utilities: HVAC, Purified Water, Compressed Air system 

⮚ Environmental Monitoring: EM programme 

⮚ Equipment qualification and preventive maintenance 

 

2.6 Utilities 

 

a. Water Purification system 

b. HVAC system 

c. Compressed Air System 

 

2.7     Documentation reviewed (Not exhaustive) 

As stated in the final inspection report 

 

 

System Summaries 

 

Walk-through Inspection 

The walk-through inspection of production areas followed the logical flow of materials, that is 

from receiving raw materials to the final packaging and storage of the finished pharmaceutical 

products.  

 

Warehouse  

Materials were managed through an electronic system i.e SAP system. The SAP system had 

modules dedicated to Material Management, production Planning, Quality as well as Sales & 

Distribution. The SAP system was audited and found to be tallying with paper-based records.  

 

Batch Manufacturing Records  

The batch manufacturing records of products in the scope of the inspection were reviewed and 

considered to be satisfactory. All the machine setup parameters were defined. Line clearance 

was being executed. IPQC was being executed.  

 

Annual Product Quality Review 

The annual product quality review (APQR) for products of interest were reviewed. The PQR 

included a review of all the product quality review elements stated in WHO TRS 986 Annex 

2 guidelines. 

Process Validation 

The process validation protocols and reports of products in the scope of the inspection were 

reviewed. The acceptance criteria were well defined. Three batches were considered for 
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validations triggered by major and critical changes. 

 

Cleaning Validation 

The documents describing the approached to cleaning validations were reviewed and 

considered to be satisfactory. 

 

Preventative maintenance program 

The site preventative maintenance program was reviewed. There was a generalized SOP for 

preventative maintenance and equipment-based SOPs for preventative maintenance. The 

frequency of PM for production equipment was based on several factors such as frequency 

of breakdowns, criticality of equipment et cetera. 

Vendor approval 

The SOP for vendor approval for Raw and packaging materials was reviewed. The roles and 

responsibilities of the Head QA was clearly outlined in the procedure and included overseeing 

vendor audits. There was provision for vendor rating and disqualification. 

Quality Control Tour  

Analytical Worksheets  

There was adequate control of the analytical worksheets at the facility.  

Equipment  

Critical equipment such as the dissolution apparatus, HPLCs, measuring balances were 

provided. The SOP for calibration and utilization were provided. Approach to audit trail review 

was verified. 

 

Area Qualifications/HVAC qualification 

Qualification of cleanrooms was in line with ISO 14644 guidelines. 

Purified Water System (PW)  

The pretreatment, generation and distribution line were inspected. The approach to sanitization 

of the water system was verified. The approach to preventative maintenance was verified. 

Critical parameters were being monitored online with provision of failure safe mechanisms. 

Sanitization records and critical parameters trend reports were submitted for review.  

 

Facility Tour 

The warehouse was inspected. There was adequate handling of all the starting materials. The 

dispensary and sampling areas were inspected, and these were in state of good repair. The 
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manufacturing (Granulation, compression and primary packaging) areas were inspected and 

were noted to be in a good state of repair.  

Preventive maintenance  

The SOP for preventative maintenance was submitted for review. There was provision of 

checklists for preventative maintenance. Examples of preventative maintenance checklists 

were submitted for review to ascertain application of the procedure.  

 

3.0 Conclusion 

Based on the areas inspected, the people met, and the documents reviewed including the 

observations listed in the Inspection Report Encore Healthcare, located at, D-5 MIDC, 

Industrial area, Paithan- 431 148, Aurangabad, Maharashtra, India, was considered to be 

operating at a level of compliance with WHO cGMP guidelines as stated below: 

 

Block/Line Compliance Status 

Oral Solid Dosage Forms – Tablets and Hard 

Gelatin Capsules 

Compliant 

 

All the non-compliances observed during the inspection listed in the full report were addressed 

by the manufacturer to a satisfactory level prior to the publication of the MCAZ PIR. 

 

The site will be reinspected 3 years from the date of the last inspection in line with the risk- 

based reinspection frequency determination. 
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