CURRICULAM VITAE
SHIVA KUMAR JAGIRDAAR
M.Pharmacy (Pharm. Analysis & QA)+ Six Sigma Green Belt+ Certified Project Management + Pursuing Business Analytics from IIM-Rohtak
🕿: India:  +918897319479
 E-mail:  tushivapharmacy@yahoo.com
           & 2shivakumar@gmail.com
Brief work profile:  

Senior Scientist/Sr.Manager/Technical Lead
About 14 years of functional experience in Pharmaceuticals industry especially in Formulation-Analytical activities, well versed with product filing requirements and Life cycle management. Expertise in Analytical method development/expertise in Method validation/Method verification/Method Transfer of analytical methods for drug substance and drug products, expertise in analytical trouble shootings ,exposure in drafting Specifications and Analytical test procedure, Sound knowledge of regulatory guidelines/filing requirements, expertise in preparing(designing) and reviewing protocols and reports as per regulatory guideline, Expertise in Preparing Risk assessment Reports for Residual solvents/Elemental impurities/Genotoxic impurities/Nitrosamine impurities/NDSRI, Compendial updations handling, Method life cycle management ,Quality review, functional knowledge of QMS and statistical(Data Science) analysis.

Organizations Served:
1. Working as Senior Manager (Senior Scientist)- Formulation-Analytical at Graviti Pharmaceuticals Pvt Ltd-Hyderabad-Telangana-India from August-2023 to till date.

2. Worked as Senior Manager- MST at Szhaveri Pharmakem Pvt. Ltd.,(For Morningside UK Limited projects) Mumbai-India location from January-2022 to June-2022.

,

3. Worked as Manager (MST-Method Validation/Method Verification/Method Transfer) at Abryl Laboratories (injectables), Chandigarh-India from January-2021 to January-2022.

,

4. Worked as Senior Scientist (Associate Director-Solids & Injectables)-FARD at Asymchem Labs., Tainjin, China in Analytical R&D from Sep-2017 to June-2020.

5. Worked as Senior Research Scientist-II (Injectables) at Innovation & Development Center of Fresenius-Kabi Ltd, Delhi NCR, India in AR&D from November-2016 to August-2017.

6. Worked as Senior Research Scientist-I at Apotex-FR&D, Bangalore-India in Formulation-AR&D from October-2015 to November-2016.

7. Worked as Scientist (R1B) at DR.REDDY’S LAB-IPDO, Hyderabad, India in –Formulation-505(b2)-Analytical R&D from February-2010 to September-2015.

Industrial Project work experience:
8. Completed industrial project work at Dr. Reddy’s Lab, Hyderabad on “Process validation of Rivastigmine Capsules” from Sep-2008 to July-2009 as a part of M. Pharmacy second year semesters.

9. Worked as Trainee Research Associate in Bio-analytical department at Trident Life Sciences ,from July-2009 to January-2010.

WORK PROFILE:(Analytical activities for Formulation- ANDA, IND, NDA, 505(b2), SUPAC & EU filings)
1. Senior Manager (Method developments, Method Transfers and Formulation Support for Drug products) at Graviti Pharmaceuticals FR&D,Hyderabad.

· Handling Analytical development for Drug products, Excipients and Drug Substances for Regulatory Filing.

· Supervising analytical support for Formulation development.

· Risk assessment of Residual solvents, Elemental impurities, Genotoxic impurities, Nitrosamines and NDSRI.

· Review of Specifications, Test Procedures, COA, method development reports and Investigation reports.

· Review of DMF and Vendor documents to see data adequacy.

· Alternative Vendor development activity support for Drug Substance, Excipients and Packaging material.

· Handling query response of US-FDA Regulatory queries-i.e.  IR(Information Request), DRL(Discipline Review letter) and CRL(Complete Response Letter)

2. Senior Manager (MST-Method Validations/Method Verifications/Method Transfers)- Szhaveri Pharmakem Pvt. Ltd, Mumbai.

· Senior Technical Scientist to support Analytical method Co-Validations/Method Verifications/Method Transfers in the GLP Lab.

· Review of Method developement activities to finalize analytical methods to proceed for Method validations/Method Transfers to GLP Lab.

· Responsible for initiation, planning, execution, monitoring, controlling and closing of AMV and AMT activities.

· Designing and reviewing analytical method validation/method verification/method transfer protocols/reports. Review of Stability reports.

<

· Handling of Incidents/deviations/Investigation reports/Risk assessment reports/CAPA through QMS in the GLP lab for different analytical discrepancies.

· Assessing GAP analysis and deficiencies in DMF and Customer reports.

3. Manager (MST and ARD-Method Validations/Method Verification/Method Transfers)-Abryl Labs.Pvt .Ltd , Chandigarh  ,India.
· Technical Lead to deliver Analytical method Validations/Method Verifications/Method Transfers for US/EU/Emerging market regulatory filings.

· Responsible for initiation, planning, execution, monitoring, controlling and closing of analytical method validations and analytical method finalizations.

· Review of Method developement activities to finalize analytical methods to proceed for validation for Regulatory filling.

· Review of analytical reports, COA’s, SOP’s, STP's and Specifications.

· Design, review and finalize analytical method validation/method verification/method transfer protocols and reports.

· Handling of Incidents/discrepancies through QMS in the GLP lab for AMV/AMT activities.

· Co-ordinating CFT’s and Handling technical queries from regulatory agencies for formulation-analytical segment.

· Assessing GAP analysis and deficiencies in analytical method validations and product development reports for ANDA projects through DMF/dossier/PDR review and vendor communication.

4. Associate Director(Senior Scientist- Solid orals & Injectables)- Asymchem labs(CRO/CDMO) Tianjin, China.
· Preparing and reviewing technical proposals for analytical segment based on customer ‘request for proposal’ and co-ordinating to BD & PM.

· Execute and handle technical work with team to deliver formulation (Solid orals and injectables)-AR&D projects as per timeline.

· Handling complete pre-formulation analytical activities.

· Preparation and Review of Protocols, COA’s, SOP’s, STP's, Specifications, AMV,AMD and stability reports.

· Analytical Method Development,Method validation and Method transfer for API & formulations (Assay, RS, CU, and Dissolution by HPLC,GC,GC-MS & LC-MS etc.) for IND,NDA and ANDA projects.

· Leading Pre-formulation analytical activities for formulation projects.

· Supporting in designing and developing Comparative/Discriminative dissolution profiles for NCE’s and generic products.

· Responsible for closure of deficiencies in AMV/AMD/AMT.

5. Senior Research Scientist-II(Fresenius Kabi I&DC,Delhi,NCR.).
· Execute analytical method development for solid orals and injectables by using HPLC, GC and GC-MS.

· Execute analytical Method transfers to QC. (to different GMP plants)

· Execute analytical support for formulation development.

· Preparation and review of Specifications, Test Methods, analytical protocols and reports.

6. Senior Research Scientist-I(Team leader-Apotex Bangalore R&D.).
· Handling Analytical development team (Team of 5 scientists) along with critical task execution to deliver analytical method developement, support analysis and developemental stability studies.

· Planning and monitoring experimentation for method development and formulation development analytical activities.

· Preparation and review of Test methods, COA, method development, stability protocols and reports.

7. Scientist-R1B.(Dr.Reddys Lab-Proprietory products -505b(2)-AR&D and TST-AD).
· Perform analytical Method Developement for API & formulations (Assay, RS, CU, and Dissolution) based on QBD principles.

· Perform Residual solvents method development and validation by GC.

· Perform Analytical method validations for 505b(2) and SUPAC projects.

· Monitor Analytical Method transfers to QC. (to different GMP plants)

· Investigation of root cause analysis through Quality risk assessment approach.

· Review of Instrument qualification and calibration data.

· Formulation Support analysis for 505b(2) & SUPAC projects.

· Preparation of Test methods, AMD,AMV protocols and reports.

KEY SKILLS:
· Expert in designing and preparing protocols and reports for various formulation analytical activities for regulatory submission.

· Good at people management to achieve organizational goals.

· Good communicational and presentational skills. Fluent in oral and written english.

· Good at predictive analytics to forecast future failures and problems.

EDUCATION QUALIFICATIONS:
	Qualification
	Institute / University
	Years of study
	%Score
	Result

	Master of Pharmacy

(Pharma analysis & Quality Assurance)
	Center for Pharmacy,

JNTU Campus, A.P. JNTU,Hyderabad
	2007-09
	81.8
	First Class with Distinction

	B. Pharmacy
	Kakatiya University Campus, A.P.

K.U.Warangal
	2004-07
	76.1
	First Class with Distinction

	D. Pharmacy
	Govt. Polytechnic,

Masabtank, Hyderabad. 

O.U.
	2002-04
	82.5
	First Class with Distinction

	Intermediate

(M.P.C)
	UshodayaJunior College, Bodhan, A.P

Board of intermediate
	1999-2001
	91.8
	First Class with Distinction

	S.S.C.
	ZPHS,Yedpally, Nizamabad, A.P
	1999
	89.6
	First Class with Distinction

	LSSBB 

(Lean six sigma Green Belt)
	OTIFAS International Pvt. Ltd
	Aug-2021 to Oct-2021
	86.0
	Certified 

	PMP
	    Simplilearn
	July-2022 to

November-2022
	Passed
	Certified

	Business Analytics
	Indian Institute of Management (IIM-Rohtak)
	July-2024 to  Pursuing
	Pursuing
	Pursuing


INSTRUMENTS HANDLED & EXPOSED:
	Instrument
	Make 

	HPLC

 
	Water’s e2695,Agilent-1100 ,1200 & 1260

	
	Shimadzu, Water’s acquity arc 

	GC
	Agilent-6890 & 7890,Shimadzu,Perkinelmer- clarus

	ICP-MS
	Agilent-7800 with Mass Hunter software

	UPLC
	Waters & Thermo scientific

	IC with Conductivity detector & ECD
	Thermoscientific,Chromoleon

	Dissolution

 
	Agilent,Electrolab,logan

	
	Distek-2500

	GC-MS
	Agilent-MSD

	LC-MS
	Agilent MSD Openlab,Shimadzu LC-solution

	DVS
	SMS- DVS Intrinsic

	BET surface area
	Micromeritics –TriStar II 3020

	pKa
	Sirius T3

	TGA & DSC
	TA instruments

	XRD
	Bruker  & Pan analytical

	Particle Size
	Malvern particle sizer 2000 (wet & dry)

	Particle & crystal shape
	Scanning Electron Microscopy-Phenom pure+

	Osmolality
	Gonotec, osmomat -030

	UV-Visible Spectrophotometer
	Perkin elmer & Shimadzu


STRENGTHS:
· Capable to work in a fast changing environment.

· Dedication, Hardwork, Self-confidence and self-motivate which enables result driven performance.

· Amiable and diligent with emotional intelligence.

· Ability work in a team with high-level involvement.

ACHIEVEMENTS & AWARDS     
· Prathiba Award by Chief Minister, Andhra Pradesh for best performance at Secondary school level.

· Awarded GATE fellowship in M.Pharmacy based on All-india GATE-score 97.6%.

· State 7th Rank in E-CET entrance to get into B.Pharmacy.

· Got State 81st  Rank in Drug Inspector exam of 2023.

· Participated various industrial and online training programs, webinars and seminars.

PERSONAL PROFILE:
Father Name
 :  DIL SUKH RAM
     Date of Birth
 :  03-04-1984

     Gender
             :  Male

     Marital status  
 :  Married & 2 kids.

     Languages Known  : English, Hindi &Telugu 

     Nationality
             :  Indian

     Current Residential Address:  Flat No: 305, IRA TRIUMPH BUILDING, 

                                     Near HDFC Bank, Bachupally-Hyderabad, Telangana-India

      Native Address:  H.No: 14-17,Yedpally-Nizamabad,Telangana-India

DECLARATION:
      I here by declaring that all of the details furnished above are true to the best of 

      my knowledge and belief.      

                                                                                                          Best regards   








                                          Shiva Kumar J                                                    

