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VANI BADARLA, M.Sc.
Manager (Team Lead)

Development Quality Assurance department
Hyderabad

Total Work Experience: 13 years

» Current Employer

> Duration

» Designation

: Orbicular Pharmaceuticals Private Limited.

: July 15" 2021 onwards

: Manager- DQA

> Work Experience Details:

Organization Duration Department Designation
Orbicular pharmaceutical
date. lead)
Elmira labs pvt Itd (sister
company of Orbicular) August 2018 to
Current Name: Invitron October 2018(3 DQA &Compliance Deputy Manager
labs private Limited. months).
Hyderabad.
Orbicular pharmaceutical | October 2013 to )
pvt Ltd, Hyderabad. August 2018(5 DQA, Compliance & | Research
years). Regulatory department | Scientist
Laurus Labs Pvt Ltd, June 2007 to Senior Research
Hyderabad. January 2011(4 AR&D .
years). Associate
SGS India Pvt Ltd, May 2006 to May .
Visakhapatnam. 2007(1 year). AR&D Chemist

> Profile handled as a Team Leader/ Manager:

Profile Summary:

A solution driven professional with over 13 years of experience in Quality assurance

department with Analytical background. Strong exposure in assuring that all

developed products/processes have represented the maximum quality& reliability
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attainable by establishing effective quality control inspections and corrective

procedures.
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v
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Functional Responsibilities:

Planning and Implementation of work schedule to the team members.

Monitoring and review of all Quality Assurance department related developmental

activities by the team in R&D such as:

Review Section:

Review of all the documents in the stage of Method development for Drug
products, In-process compatibility studies, stability studies, Pharmaceutical
development reports, CQA documents of finished products like injections,
ophthalmics.

Review of Analytical ROA’s (Record of analysis) documented by respective
departments w.r.t stability, release and In-process analysis.

Review of COA’s of API, FP, Excipients, Raw materials for out sourcing
analysis, Analytical method validations/transfers/verifications.

Review and approval of specifications & STP’S of FP, API’s Raw materials and
excipients, analytical method development reports, analytical method validation
protocols & reports of all projects (Injections, Ophthalmics, and nasals) w.r.t
different markets/zones.

Review of QMS related documents-like Handling of LER’s, Change controls &
Incidents (Deviations), Root cause investigations in OOS & OOT of results found
in the drug products w.rt GLP, GDP and SOP compliances and CMO
investigations.

Review of documents addressing Agency queries and deficiencies like USFDA,
HEALTH CANADA planning related activities and finalization of reports in
response.

Identifying the training needs of the team in R&D and providing effective
training periodically to all the team members regarding GDP, GLP, Guidelines

and SOP related procedures.
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Compliance Section:

Ensuring qualification(IQ/OQ/PQ) of analytical instruments and ensuring
calibration of all Laboratory equipment’s/instruments performed in accordance
with procedural schedule.
Review and approval of R&D SOP’s and updation w.r.t compliance procedures.
Implementations of new clearance checklists to ensure product quality in
accordance with the practical procedures.
Performing regular compliance audit to AR & FR on weekly basis, to ensure
current practices are in line with GLP, GDP and if any SOP’s to incorporate for
system up gradation.
Authorizing high quality documentation, including methods, protocols and
technical reports adhering to all quality parameters and compliances such as GLP
& ICH guidelines.

Audit & Trainings:

Performing internal audit within the organization periodically to ensure Quality

systems are in line with current practices.

Responsible for external audits, site visit on required basis.

Giving trainings periodically to the respective departments on GLP, GDP and
SOP compliances.

Highlights of Career :

Activities involved:

Attended site visit and audited out sourcing labs, creating common understanding
platform between two organizations with quick trouble shootings.

Attending conferences and Seminars behalf of the organization, organized by the
Vendors & external clients.

Certification :

Attended the certified training program of Quality assurance audit procedures
conducted by USP and certified with USP certification course of Audit
compliance.

Certified with ISO Certification as ISO 9001:2015-Quality Management systems
Internal Audit quality leader.
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Audits:
Faced USFDA audit two times and successfully got approval for EImira Labs Pvt
Ltd (currently named as ‘Invitron Analytics’).

Supporting regulatory affairs department :

Supported Regulatory team in compilation of dossiers of different projects w.r.t
customer required US regulatory market. Where core functional area is
predossier compilation to US market, where reviewed Batch Production Records,
Stability Protocols, Master formula Records and Stability compilation data of

Submission batches.

» Self-Development and Leadership skills:

v
v

Self-motivated and highly disciplined, ability to work with low supervision.

An excellent team player having good communication, problem solving and
independently working skills.

Ability to coordinate multiple projects and perform multiple tasks at the same time.
Encouraging team to read SOP’s, guidelines documents and arranging group
discussions accordingly.

Involving the team in all core responsibilities periodically and rectifying their
doubts during work execution there by creating leadership qualities.

Maintaining a good and cooperative working relationship with Cross functional
teams. Maintenance of work strategy along with co employees to complete the
target’s with in timelines to reach the customer.

Coordinating with all the departments (cross functional teams) with good

communication for process flow of documents.

» Professional Qualification:

Course Institution/University Duration Percentage of marks
M.Sc. Analytical Andhra University 0
Chemistry Campus, Visakhapatnam. 2004-2006 1%
Nobl Il
B.Sc.(MPC) oble College, 2001-2004 83%
Machilipatnam
Intermediate Noble College, 0
(M.P.C) Machilipatnam 1999-2001 83%




> Personal Profile :

Date of Birth
Marital Status
Languages Known
Nationality
Current Address

: 21-08-1984

: Married

: English, Hindi and Telugu
> Indian

: Ramky one Marvel

Flat.No-403, C-Block
Gajularamaram,
Hyderabad.



