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	Department
	 Manufacturing

	Job Title
	 Manufacturing Operator II
	FLSA Status
	 Non-Exempt

	Role
	 

	Sub Role (If any)
	

	Reports To
	 Manufacturing Supervisor



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Perform and oversee manufacturing tasks across two or more qualified processes within production.
· Operate equipment independently, perform in-process testing, and make minor adjustments to maintain quality and efficiency.
· Cross-train and assist in onboarding Manufacturing Operator I personnel.
· Ensure operations comply with cGMP, FDA regulations, SOPs, and company policies with minimal supervision.



2. Key Duties & Responsibilities:
(Briefly describe the essential activities that are performed by this role including key duties/responsibilities. Each statement should start with a verb. Additionally, indicate how frequently it is performed)
	· Independently set up, operate, monitor, and adjust pharmaceutical manufacturing equipment (e.g., blenders, sifters, tablet presses, coating systems, encapsulation machines, and associated ancillary equipment) across multiple qualified processes.
· Conduct and document in-process testing, sampling, and inspections in accordance with Master Batch Records (MBRs) and SOPs (e.g., blend uniformity, moisture content, tablet hardness and thickness, capsule weight and closure, coating appearance).
· Perform minor troubleshooting and machine adjustments during start-up and operation to maintain product quality and equipment performance.
· Complete accurate and legible entries in batch documentation, logbooks, and electronic systems in compliance with data integrity standards.
· Execute cleaning and changeover activities for equipment and production areas following validated procedures.
· Ensure manufacturing operations are performed safely, efficiently, and in compliance with regulatory requirements and company policies.
· Coordinate with Quality Assurance during in-process checks, line clearances, and deviation investigations.
· Assist in the training and onboarding of Manufacturing Associate I personnel in assigned processes.
· Recommend and implement process improvements related to safety, quality, and operational efficiency.
· Support cross-functional projects, process validations, and equipment qualifications as assigned.
· Perform other duties as required to support manufacturing operations.









3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	None, but may provide on-the-job training and functional guidance to Manufacturing Operator I personnel.







4. Education & Experience:
(Describe the education required for this role, including specifications, if any.  If equivalent experience or knowledge can be substituted for the educational requirements, A combination of Education and experience shall be considered.)

	Education Requirement
	Specialization (If any)

	· High School Diploma or equivalent required; technical school certificate or coursework in manufacturing or related field preferred.
	



	Experience Requirement


(Describe the experience required for this role. Identify the type of experience, number of years, and any additional comments on the experience and education requirements for the role.  Also, include any geography specific requirement that differs from experience.)
	· Minimum of 1-2 years pharmaceutical experience manufacturing experience.
· Demonstrated proficiency in at least two distinct manufacturing processes.


	Number of Years 
(Minimum to Maximum)
	1-5 years of pharmaceutical manufacturing experience with demonstrated proficiency in at least two processes




Technical competencies/ Certifications/ Licenses:

(Briefly describe the required competencies such as skill, ability, and knowledge an individual must possess to perform the role. Also, identify any certification or licenses required to perform the role.)
	Technical competencies
	· Strong knowledge of cGMP requirements, SOP adherence, and FDA regulatory expectations.
· Ability to perform advanced equipment set-up, operation, and minor troubleshooting across multiple processes.
· Proficiency in performing in-process testing, interpreting results, and taking corrective action within defined limits.
· Skilled in batch record completion and data integrity compliance.
· Effective training and mentoring skills for less experienced operators.
· Strong organizational, communication, and problem-solving abilities.
· Ability to multi-task and adapt to changing priorities in a production environment.


	Certifications
	N/A

	Licenses
	N/A

	Other
	




5.Physical demand and Work environment:
(Provide details regarding the physical demands and work environment that are essential to the role)
a. Physical demands:
	· Ability to stand, walk, bend, reach, stoop, and climb for extended periods during a shift.
· Frequent lifting, pushing, or pulling of materials and equipment up to 50 pounds.
· Manual dexterity to operate equipment controls and handle small components.
· Visual acuity to inspect products and read documentation, including close, distance, color, and depth perception.
· Ability to wear personal protective equipment (PPE) including, but not limited to, gowns, gloves, safety glasses, respirators, and hearing protection.



.
b. Work environment:
	· Work performed in a regulated pharmaceutical manufacturing facility with exposure to powders, chemicals, and production equipment.
· Requires adherence to gowning procedures, safety protocols, and controlled-environment standards.




6.Compliance:
	· Comply with all Company codes, policies, and procedures concerning ethics, quality, and compliance, including compliance with applicable laws, rules and regulations, including the Food, Drug and Cosmetic Act and all associated regulations.
· Timely and satisfactory completion of all required training, including training related to ethics, compliance, quality, and position-specific requirements.
· Understand the compliance responsibilities of your role.
· Commit to the Company’s culture of ethics and compliance. 
· Report all known or potential violations of Company codes, policies, and procedures, or of applicable laws, rules and regulations, to the Company as contemplated by the Company’s policies and procedures, including SOP-0015 (Escalation to Management on Critical Matters Pertaining to Quality and Regulatory Compliance), or through the Company’s FaceUp portal, available by telephone or online (details below). 



Compliance Hotline # (205) 354-2405
www.faceup.com
Download Faceup App using the
Passcode # KVKxxxx1842
Or scan QR Code below
[image: ]
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