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Suher.m@gmail.com                                                     


Professional experience
1. September 2020-August 2021, Kiryat Chinoch Dror, Chemistry & Science teacher
2. September 2017 – January 2020, Therapix. CMC Project Manager. 

· Professional Responsibility on formulation development, technology transfer, analytical method development performed by external suppliers and service providers.
· Sourcing for new contract services organization related to CMC functioning
· In charge on preparing and execution of GANTs for working with CMC services providers.  
3. August 2016- May 2017 Remedor Biomed, Nazareth Ilit. CMC Manager (60%)
4. August 2016- May 2017 Sebana Medical, Nazareth Ilit. CMC Manager (40%)
5. August 2015- May 2016 Chiasma Inc, Jerusalem. CMC Associate
· Support sourcing and analysis of active drug substances

· Plan and execute formulation development and process optimization of drug products
· Prepare and review protocols and master batch records

· Plan, execute and report DOE studies 

· Monitor and summarize DP stability programs 

· Prepare and support CMC technical transfer of DP 

· Liaise with CMC analytical associate(s) for analytical testing of DS and DP

· Prepare and support IP applications

· Support CMC regulatory submissions

· Responsible for warehouse inventory of DS, excipients and DP 

· Responsible for monitoring DS & excipient COA and MSDS

· Responsible for cleanliness of the CMC Pharma laboratories

6. August 2010-jan 2015 Rafa laboratories, Jerusalem. R&D manager for both pharma and analytical R&D teams.
· Taking part of submission new generic drug products to MOH (CTD files)

· Taking part of justification changes (raw materials, process, formulation) in a marketed drug product and submit it to the MOH 
· Review and answering deficiency letters from MOH

· New generic drug products development.

· Technology transfer RAFA (formulation, manufacturing & analytical methods)

· Trouble shouting for existing marketed produced drug products (analytical methods, process & formulation) 

· Process validation (planning, performing, preparing protocols & reports)

· Analytical method development, validation and implementation.

· Deviation investigation of production processes/ analytical results and methods

7. October 2007 – August 2010, Intec pharma, Jerusalem. Formulation R&D researcher. 
· Involved in preparing submission files for approval new drugs 

· Involved in formulation development of applying innovative properties of gastric retention technology on existing drugs in order to improve its formulations.
·  Also involved in hard shell capsules coating formulation and process development.
8. 1997 – 2007 Teva Pharmaceutical Industries Ltd, Global Innovative R&D Division, Israel, Researcher, Pharmaceutical Development  
· Expertise in formulation of solid dosage forms. Over 10 years involved in new innovative products, that part of them surpassed pre-clinical and clinical tests and are waiting for approval by the FDA for going ahead in the clinical phases. Among them a product that was already approved by FDA.

· Designed experimental formulations, which included preparing small developmental batches and designing experiments to support the final formulation and process.

· Participated in scale-up of experimental batches, which included the manufacture and packaging of exhibit batches and the manufacture of commercially sized pre-validation batches.

· Documented experimental process, problems and observations and prepared documents for manufacturing and packaging. Analyzed data and wrote reports and protocols.

· Participated in technology transfer process

· Performed trouble-shooting and provided formulation and scale-up support for the product development formulators

· Planning stability studies so as analyzing stability test results

· Involved in preparing pharmaceutical development section for submissions of NDA, CTA and IND files 

· Involved in sourcing and purchasing of raw materials and packaging materials

· Sourcing for consultant with different Pharmaceutical know how expertise. 

· Taking part of writing confidential agreements and work plan with contract manufacturing organizations.

· Participating GANT and budget planning in collaboration of the other CMC units.


Education

1. 1992 – 1996, Degree awarded: B.Sc. Pharmaceutical Chemistry University of Bar Ilan- Israel

2. 2006 -2007, Degree awarded: Diploma, Organization consultant University of Bar Ilan
3. 2019-2020, Chemistry teaching diploma, University of Bar Ilan

Languages 

Arabic, Hebrew & English

Communication

1. Good communication skills gained from dealing with the different units of the CMC, dealing tactfully and diplomatically.

2. Working within a team during my work has involved different roles, which have developed negotiations and persuasion skills.

3. Good performance under pressure work conditions.

Team Work
1. Successful course work was dependent upon participation and motivation of syndicated teamwork.

2. Experience of working within a team-based organization, co-ordination and commitment.
3. Experience of team management work 

4. Problem solving

5. Development of strong analytic, diagnostic and management skills 
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