	益邦製藥(股)公司 徵才職缺

	職務名稱
	學歷
	系所
	工作內容
	需求條件

	品質事務處長
Director of Quality Affairs
	大學/碩士/博士
	醫藥/化學相關系所
	• Review technical problems and direct the development of methods and procedures to solve problems or changes in procedures.
• Formulate and establish company policies, operating procedures, and goals in cooperation with other top management personnel in matters relative to QA and QC. 
• Modify QA and QC program to clarify areas or roles of responsibility, staffing requirements, and operational procedures.
• Formulate fiscal budget for QA and QC programs by evaluating contents of reports from QA and QC department heads and confers with executive management in budgetary process. 
• Establish, delineate, and review program organizational policies, to coordinate functions and operations between departments, and to establish responsibilities and procedures for attaining objectives.
• Oversee information related to supply quality, capacity of vendor to meet orders, and vendor quality standards.
• Oversee quality assurance of newly designed and manufactured products.
• Oversee the management of the analytical database for inter-department use, and ensure valid evaluation of stability trend and analytical data.
• Other tasks as assigned by the company.
	• This position requires a Ph.D. degree in Chemistry or Pharmaceutical Science with at least 10 years pharmaceutical industrial experience. Or a M.S. degree with 15 years pharmaceutical industrial experience.
• Proven leadership as a senior member of a QA/QC department in a pharmaceutical environment with very strong leadership capabilities and organization skills
• Excellent PC skills such as Word, Excel, and Power Point.
• Must have strong interpersonal, verbal and written communication skills
• Fluent speaking and good writing in both English and Mandarin

	研發經理
RD Manager
	大學/碩士/博士
	醫藥/化學相關系所
	• Leads the Product Development team in the development of immediate- and controlled release solid oral dosage forms that are robust, stable and bioequivalent to reference product for ANDA submission.
• Represents R&D on cross-functional projects from ideation to launch for ANDA products.  
• Provides technical expertise and training to department colleagues, while expanding current knowledge base.  
• Prepares comprehensive development reports and participates in technology transfer to manufacturing.  
• Reviews investigations and technical reports to ensure compliance with procedures and regulatory requirements and to ensure product quality issues are addressed and resolved.
	• Ph.D. with at least 6 years of relevant experience in Pharmaceutics, Chemical Engineering, Chemistry or equivalent discipline, or Bachelor’s or Master degree, and at least 10 years of related experience and/or training.  
• Expertise in oral controlled release formulations and technologies is a plus.  
• Strong interpersonal skills and cross-functional team leadership/project management experience. 
• Good command of both English and Mandarin. 

	製程開發經理
Technical Service Manager
	大學/碩士以上
	醫藥/化學相關系所
	• Must work independently and manage multiple process validation projects, re-qualifications and change control issues.
• Develop and build scale up models.
• Hold knowledge of Six Sigma and/or other statistical process control techniques and their requirements for the implementation during the process development.  
• Be able to work in the laboratory, guide the conception and implementation of creative solutions to solve technical problems. Interpret results of experiments and make recommendations for process improvements that reflect understanding of regulatory requirements, business objectives, and cost implications.
• Supervise and train associate or engineer.
• Keep informed of industry trends, developments and new products in related process optimization and scale up. 
• Take initiatives to improve production efficiencies, reduce cost of goods and optimize cycle time.
• Provide recommendation for policy implementation.
• Other tasks as assigned by the company.
	• Bachelor's degree in Chemical Engineering, Pharmaceuticals or related science discipline and over 10 years of related experience, OR Master's degree in Chemical Engineering, Pharmaceuticals or science discipline over 2 years of related experience or Ph.D with 0-5 years experiences
• Thorough knowledge and industry practices in cGMP compliance.
• Strong verbal, presentation and technical writing skills.
• Proven track record of process development, process optimization, and technology transfer experience.
• Effectively facilitate for positive conflict resolution.
• Ability to work with cross functional teams and meet performance commitments.
• Fluent speaking and good writing skills in both English and Mandarin.

	製程開發主任
Technical Service Supervisor
	大學/碩士
	醫藥/化學相關系所
	•Responsible for process validation, process optimization, scale-up, technology transfer.
•Prepare process validation protocol and summary reports. 
•Prepare and revise production Master Batch Record for process validation and commercial.
•Collaborate and communicate effectively with QA, QC, Operation, and Engineering departments. 
•Provide trouble shooting efforts (process & equipment) to support Manufacturing.
•Prepare manufacturing process study protocol to design and undertake quality scientific experimentation for the purpose of trouble shooting, scale up study or process optimization.
•Provide technical assessments in investigation reports. 
•Conduct investigation to seek the root cause of Deviation, OOT and OOS.
•Recommend resolutions from investigation results, prepare investigation reports, and implement the CAPA items.
•In response to the technical transfer requirements from product developer or contract manufacturing organization.
•Review and approve process and equipment procedures and documentation per change control procedures. 
•Other duties as assigned.
	B.S. /M.S. degree in Pharmaceutical Sciences, Chemistry, or Chemical Engineering preferred. Other science related disciplines will be considered.
•Minimum of 3 years in Pharmaceutical, Biotech or relevant work experience.
•Strong problem solving, communication skills and attention to details are essential.
•Demonstrate ability to write technical documents and lead the process validation and investigation.
•Good written and oral communication skills are required. 
•Must be well organized, detailed oriented and able to multi-task. 
•Knowledge in the operation of equipment such as fluid bed coater/dryer, high shear mixer, tablet press, encapsulator, blender, and pan coater is a plus.
•Fluent in speaking and good writing skills in both English and Mandarin.

	製程開發工程師
Technical Service Engineer
	大學/碩士以上
	醫藥/化學相關系所
	 •Understand, organize, and perform process validation in accordance with company and regulatory requirements.
•Execute study protocol 
•Hands on experience in operating lab and manufacturing equipment.
•Prepare formulations and perform physical testing for the product. 
	•Strong problem solving and communication skills
•Must be well organized, detailed oriented and able to multi-task. 
•cGMP knowledge/experience is a plus.

	品管主任
QC Supervisor
	大學/碩士以上
	醫藥/化學/生物相關系所
	•Monitor all cGMP activities related to QC lab operations by follow the relevant SOPs.
•Prepare and review specifications for raw materials, in-process materials and finished products.
•Review Lab analytical data, notebooks and executed Specification and Quality Assurance Report and/or Quality Assurance Inspection Report. 
•Arrange for laboratory works.
•Conduct and review Lab investigation reports.
•Responsible for issuance, control and archival of Lab notebooks and logbooks.
•Prepare and review relevant SOPs.
•Provide training to analysts.
•Schedule, monitor and review all calibration and preventive maintenance activities and reports of Lab equipments.
	•cGMP laboratory work experience is required.

	製造主任
Manufacturing Supervisor
	大學/碩士以上
	醫藥/化學/生物相關系所
	1.Ensure daily operations are under cGMP compliance and stick on proposed manufacturing schedule.
2.Provide training program to make sure all satff's qualifition and improve efficiency 
	 Basic English speaking and writing skills are required. 

	化學分析人員
QC Chemist
	大學/碩士
	醫藥/化學/生物相關系所
	•Perform laboratory analysis on incoming raw materials, in-process samples, finished products and stability samples per established test methods.
•Prepare samples for chromatographic analysis, prepare standard and reagent solutions including buffers, mobile phase, diluents, etc.
•May perform cleaning validation using HPLC and UV methods.
•Maintain the HPLC system.
•Must learn to perform Potency Assay, Blend Uniformity, Content Uniformity and Impurities testing by HPLC.
•May perform GC, FTIR, UV/Vis, Dissolution, IC, TLC, KF titration, LOD, Hardness and/or other wet chemistry techniques as instructed.
	　

	品保專員
QA Associate
	大學/碩士
	醫藥/化學/生物相關系所
	1.cGMP品保系統執行與相關文件檢閱追蹤
2.抽樣與報告撰寫
	　

	
	
	
	
	

	聯絡/應徵方式

	益邦製藥股份有限公司
人資部 吳小姐 
e-mail:erinwu@impaxlabs.com.tw
TEL: 037-586268
ADD:苗栗縣竹南科學園區科東三路一號

	公司簡介

	IMPAX Laboratories Inc. is a U.S. Nasdaq-listed company (www.impaxlabs.com).It is a technology-based specialty pharmaceutical company applying its formulation and clinical development expertise and drug delivery technology to the development, manufacturing and distribution of controlled-release and specialty generics and branded prescription drugs.Impax Laboratories currently has more than 40 generic products on the U.S. market with additional 28 ANDAs pending at FDA for approval and 43 generic products under development. 
Impax Laboratories (Taiwan), Inc.,a wholly owned subsidiary of Impax Laboratories, Inc., is located in Jhunan Science Park, Taiwan.The USD$25 million and 100,000ft2 newly constructed R&D and manufacturing facility is designed to meet U.S. FDA, European EMEA and Taiwan FDA cGMP requirements.Impax Taiwan serve as a strategic R&D and commercial manufacturing center for Impax US and global pharmaceutical markets. 
All initial production will be for the U.S. market. 

*Impax Taiwan 為美國上市製藥公司'IMPAX Laboratories Inc.'100%投資之製藥公司,產品全數銷往美國. 

*IMPAX的產品包括學名藥和品牌藥。 
學名藥：IMPAX從1995年開始學名藥之研發，目前已有 43個產品上市，33個產品正在FDA審核階段，63個產品尚在研發中。 
品牌藥：主要開發與中樞神經系統相關之慢性疾病，目前有一帕金森氏症的藥已在研發第三期。 

*Impax Taiwan 成長快速,歡迎對藥廠有興趣的菁英加入我們的行列!!! 

*公司歷史: 
1995 年 Impax Pharmaceuticals公司正式成立 
1999年 12月併購Global Pharmaceuticals公司,改名為 Impax Laboratories, 
Inc.,同時在美國NASDAQ上市 
2007年 10月美國母公司百分之百擁有的台灣益邦製藥廠第一期廠房在竹南科學園區 
破土興建 
2009年 8月Impax Laboratories被邀主持NASDAQ開市敲鐘典禮 
2009年 9月台灣益邦製藥廠通過美國食品藥物檢驗局FDA之審核 
2010年 6月台灣益邦製藥一廠正式揭幕 
2010年 7月台灣益邦製藥廠通過台灣食品及藥物管理局審核,產品正式銷售全美 
2010年 7月台灣益邦製藥廠開始籌劃二廠擴建工程,由德國的M+W Group 負責設計監工 
2010年 9月Impax Laboratories榮獲美國Technology Fast 500 Awards


	福利項目
	　
	　
	　
	　

	◆ 獎金/禮品類 
1.年終獎金 
2.三節獎金/禮品 
3.加班費 
4.加班輪班津貼 
5.加班補休 
◆ 保險類 
1.勞保 
2.健保 
3.員工團保 
4.眷屬團保 
5.意外險 
6.職災保險 
7.員工壽險 
8.意外醫療險 
9.住院醫療險 
10.癌症險 
11.不分時地之急難救助(包含海外) 
◆ 制度類 
1.伙食費 
2.績效獎金 
◆ 請 / 休假制度 
1.週休二日 
2.特休/年假 
3.陪產假 
4.家庭照顧假 
5.女性同仁生理假 
6.女性同仁育嬰假 
◆ 其他 
1.員工停車位 
2.健康檢查 
3.特約商店


