



Aslam Shaikh
Executive – API PRODUCTION | CHEMICAL ENGINEER 
Contact : +91 - 9322307010                           Email : shaikhaslam1111@gmail.com
PROFESSIONAL SUMMARY

Chemical Engineer with 13 years of progressive experience in API manufacturing, production management. Proven record of achieving production excellence, optimizing processes, and driving cost efficiency while ensuring full regulatory compliance (USFDA, TGA, MHRA, WHO). Strong expertise in QMS, GMP. Skilled in SAP, Cipdox, QAMS,DMS,ATLTMS and other enterprise systems. 
API Manufacturing 
&
 Production Planning
CORE COMPETENCIES
Equipment Handling 
&
 Troubleshooting
Safety Operations 
&
 Risk Assessment
 
Team Leadership 
&
 Training
 
PROFESSIONAL EXPERIENCE
Harman Finochem Ltd
.
 
Process Optimization 
&
 Cost Reduction
Quality Management Systems 
(
QMS
)
Documentation 
–
 SOPs
,
 BMR
,
 ECR
,
 CAPA
 
Regulatory 
&
 Compliance Audits 
(
USFDA
,
WHO
,
 TGA
,
 MHRA
)
 

Executive |  Jun 2023 – Present | Chh. Sambhaji Nagar | (3.1 Years)
· Prepared and led the execution of production plans to achieve on-time delivery and production targets.
· Distributed control system (DCS) in semi auto mode with 21CFR system.
· Coordination with cross functional team of warehouse, excise, QA, QC and engineering. 
· Led end-to-end production operations and implemented strategic initiatives to improve product quality, enhance yield, reduce cycle time, and achieve cost savings.
· Handle trouble shootings. Proactively identify area of obstruction / breakdown and take initiative for rectifications.
· Execute plant modification and facility updation.
· Led and execute qualification of new and existing equipment and validation program.
· Investigations of non-conformance deviation, OOS, OOT, complaints. 
· Ensuring cGMP compliance, implementing CAPA, and follow change control systems with impact assessments.
· Coordinating regulatory (USFDA, WHO, TGA, Korean FDA) and led customer audits . Driving safety, quality, and training initiatives, mentoring teams of production officers, technicians, and workers for operational excellence.
· Ensured the department remained in a constant state of readiness for regulatory and customer audits.
· Coordinate with EHS department for safety procedures implementation and safe operation in plant. 
· Monitoring the performance of team members to ensure efficiency in process operations and meeting of production targets.
· Managed dispatch of finished products within time line and planning of batches as per requirement received from marketing team.



Cipla Ltd. 
Senior Executive | May 2013 - Jun 2023 | Kurkumbh, Pune | (10 Years)
· Preparation and execution of production planning to achieve on-time delivery and production targets.
· Tracking availability of raw material, solvents, packing material as per production planning. 
· Ensure required manpower and resource available on shop floor, creating purchase requisition for plant consumable items. 
· Coordination with cross function warehouse, QA, QC and engineering for smooth production. Reviewing the operational practices, identifying areas of obstruction / quality failures and Implementation of process improvement, cost saving, time cycle reduction initiatives. 
· Facility up gradation and equipment installation
· Execution of qualification program
· Administering process validation and cleaning validation.
· Reporting deviation and leading investigation of non-conformances to find root cause.
· Implementation of CAPA and follow change management system with impact assessment. 
· Preparation and implementation of BMR, SOP’s, study protocol.
· Coordinating regulatory audits (USFDA, MHRA, TGA) and led vendor audits and self inspection. Guiding staff on process, Quality and Safety Awareness.

ACHIEVEMENTS
Executed facility modification projects, including creation of a final isolation area.
Implemented solvent-free cleaning for powder processing equipment.
Led capacity enhancement through scale-up and new equipment installation.
Eliminated the need for Fluid Bed Dryer by optimizing the drying process.
Improved milling operations by introducing and commercializing equipment.
Developed and implemented simplified equipment cleaning procedures.

EDUCATION

Eminent institute of technology and engineering-2017
B.Tech- Chemical Engineering- A Grade

May 2014 | MSBTE
Dr. V. V. Patil institute of technology and engineering,Loni.
First Class


SOFTWARE 

· SAP: BOM, RECIPE,PV, Material master creation/ modified/ code creation/Issuance/Receipt
· QAMS: Quality management system
· DAMS: Creation, Revision, Upload QMS documents 
· CIPDOX: Change control, SOPs,BMR Creation, Revision, Upload etc.
· ATLTMS/ LMS: Training.



ADDRESS


At/Po.: Astagaon,Tal.-Rahata, Dist: A.Nagar, 
Pin:423107
Date of Birth: 11th November 1992.
Martial status: Married 


Date: May 2026
Place: Chhatrapati sambhajinagar                                                                                   Thanks,
Aslam Shaikh 
