SATEJ MORE | MSc (Chem), FDA Certified (Chemical & Instrumentation)
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Satejmore21@gmail.com
+91 9619257229

0 Koprakhairne , Navi Mumbai-400709.

Profile Highlights: 15+ yrs. Supplier Quality & QMS experience in pharmaceutical industry.

Iﬂ Key Skills

» Supplier Audit & compliance

> Customer Complaint
Management

> Operational Quality SME

» Lean Quality process

» Computer & Audit trail
compliance

> Lab compliance SME

» Good Warehouse Practice
Management

» QMS SME

> Audit handled (WHO, USFDA,
EU, TGA, MHRA, GMP and
Internal)

j Digital Skills:

Vault

v TrackWise

A ArsywAaRE>

@ Profile Summary

Asst. Manager QA (Supplier, OQ, Lab analytics & Warehouse Compliance) (=55 i<

GSK Nashik- 4% Jan 2016 to till date

Job Profile:

» Supplier/ Vendor Quality for API/EXP/PKG

e RM & PM Supplier & Compliant Management handling around 200 Cr
Quality Management of new product at site.

& Ensure and governess of Complaints and CAPA at supplier end.

o Coordination with supplier for quality improvement projects.

& Managements of vendor quality technical agreement.

e Annual Trending of supplier complaints.

e Management of supplier quality issue with vendor to timely availability of material
at site to avoid business impact.

» Warehouse Management:

e Management of Good Wearhouse practice and ensure audit redness.

e Ensure and governess of material storage condition, display & records, pest
control and calibration & maintenance of equipment in warehouse.

e QMS- Change Control, Deviation, Risk assessment & CAPA.

» Analytical Lab Management:

e Ensuring the FG electronic & chromatography data in legacy system as per
compliance.

e Ensuring Lab Investigation, 00S/O0T & Deviation.

e Ensuring Analytical method validation & Instrument calibration data.

e Ensuring Lab instruments Audit trials as compliance 21CFR 211.

e Ensuring data integrity and its awareness.

e Management of the QC lab SOPs, BPR and Annual trending of the product purity,

e Handling of SAP system to Batch release process.

» Operational Quality Management:

Line clearance
IPQA
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% professional achievements

Contribution in site
accelerated CIF of raw
material capacity
enhancement — Aug 2021 by
GSK Technical director

Great team work and
showing accountability
towards meeting site targets
along with Quality
compliance.- Jan 2021 by
GSK Site director

Qualify equipment's for DI
compliance, in critical Covid
situation along with routine
job. Supported to qualify
equipment for compliance.-
Jun 2021 by Site Quality
Head

GSK awarded for sucessfully
SAP implemented on site-
Year 2020 .

Reduced the Lab OOS and
Human errors in QC
laboratory-2018 by GSK
Reginal quality head.

Most Promising Young
Executive in Lab —2011
awarded by Sandoz Site
quality head.

Cost saving in lab- Documents
simplification & paperless ork
in lab which saved as more
than 50 lac per year.

Sr. Executive (Analytical Lab)

Sandoz Mumbai- Apr 2010 to Dec 2015

SANDOZ:

Job Profile:

Review of Raw material analysis online data, Reports, chromatograms of GC/HPLC
Preparation of Raw material analysis Protocols & Specification.

Handling and solve the trouble shooting for various instrument in QC lab.

Report reviews and approval of Raw Material, Packaging material reports.
Involved in investigations for OOS, deviations, and quality incidents at Laboratory.

Officer (QC Lab)

Flamingo Pharma, Navi Mumbai- Sep 2008 to Mar 2010

= Flamingo

Job Profile:

Skillfully performed Chemical analysis of raw materials and in process material
using instruments such as HPLC, GC, UV/VIS, TLC, Auto titrator & Dissolution tester
Proficiently prepared and maintained records of in-house working standards and
primary reference standards.

Preparation of Raw material analysis Protocols, Specification and Lab SOPs.

Analyst (QC Lab)

Cipla Itd, Baddi- Mar 2007 to Aug 2008

ip>laa

Job Profile:

Sampling and testing of starting materials.

Equipment calibration like HPLC, Dissolution, UV-Spectrophotometer, Column
calibrations etc.

Wet Chemical analysis of Raw materials, packaging, finish product testing, water
samples as per IP, USP, BP, and EP

Academics

Year | Course Institute University | Class

5012 MSC_ Madurai Kamaraj University of First Class
(Chemistry) University, Mumbai | Chennai

2002 Diploma in Applied Bedekar College, University of First Class
Analytical chemistry Thane Mumbai

Modern College, University of

2001 BSc Navi Mumbai Mumbai Distinction

(Chemistry)

Personal Interest:

Y~ Technology
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