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Maintenance in the GMP Guidelines

《药品生产质量管理规范（2010年修订）》

Good Manufacturing Practice (2010 revision)
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Chinese GMP -

Responsibility
Article 22: The head of the Production Department

(2) The head of production department generally has

the following responsibilities:
iv. to ensure the maintenance of premises and equipment to

keep them in good conditions;

Article 23: The head of quality management

(2) Main responsibilities:

iiv) To check the maintenance of premises and equipment for the 

purpose of maintaining a sound operating state;
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Chinese GMP – Premises and Facility

Section 1 Principle

Article 38: The location, design, lay-out, construction, 

adaption and maintenance of premises should suit 

the drug production requirements, and should 

minimize the risk of contamination, cross-contamination, 

mixups and errors, as well as permit effective cleaning, 

operation and maintenance.

.

Design
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Training
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GMP
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Chinese GMP – Premises and Facility

Section 1 Principle

Article 41: Premises should be carefully maintained, 

ensuring that repair and maintenance operations do 

not present any hazard to the quality of products. 

They should be cleaned and, where applicable, 

disinfected according to detailed written procedures.
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Chinese GMP  - Equipment
Section 1 Principle

Article 71: The design, selection, installation, adaption 

and maintenance of equipment should be suitable for 

its intended use, minimize the risk of contamination, 

cross-contamination, mixups or errors, and facilitate

operation, cleaning, maintenance, as well as 

disinfection or sterilization if necessary.
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Chinese GMP  - Equipment
Section 1 Principle

Article 72: Procedures for the use, cleaning, 

maintenance and repair of the equipment should be 

established, and their operation records should be 

retained.

SOP Record
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BFS MACHINE DESIGN   DARK-WHITE INSTALLATION

Technical Area

(Dark Side)

Not classified

Surrounding Area 

(Clean Room – White Side)

Room Class C

Class A/B Gowning

“at Rest” viable and non viables

“in operation” for non viables

Effective Air 

shower grade A

Secondary 

Packaging

Not classified

Optical clean 

etc.
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Chinese GMP  - Equipment
Section 3 Maintenance and Repair

Article 79: Repair and maintenance operations should 

not present any hazard to product quality.

Article 80: Preventive maintenance plans and 

procedures should be established, and the 

maintenance and repair activities should be 

recorded.

.
SOP RecordTraining

Technical and 
GMP



BFS IOA 

Training Kunming

THINK   DEFINE                         ACT                                    REPORT

Risk Analysis Records                           Report, Analysis,

Maintenance Plan = SOP Action Plan

GMP-

Principle
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11Christoph Bohn  PCS-Seminar Technische Prävention 
27. und 28. März 2007 Stuttgart

What is an effective and GMP conform 

Maintenance?
CostsRegulatory

aspects

Technical 
Awareness
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Maintenance Concept

Maintenance

Regular Maintenance

Preventive  Maintenance

Re-establish 

Target state

Evaluate actuaI

state;

Compare with 

Target state

Inspection

Outfall

(Disaster methode)

Service
Repair / 

Change

Maintain 

Target state
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Organization of Maintenance

Maintenance planLogbook

(Equipment)

Monitoring

(Methods)
Training

(Corrective-) Actions

Inspection - and 

Maintenance SOP

Spare parts;

Storage
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Organization of Maintenance

1. Maintenance Concept

2. Inspection- and Maintenance SOP

3. (Corrective-) Actions

4. Monitoring / Trending / Analysis
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Organization of Maintenance

1. Maintenance Concept

 Time schedule (over one year or longer)

 Responsibility for inspection, maintenance,   

reporting, approval, 

 Knowledge

Training, Training, Training 

 Documentation of maintenance activities

 Analysis, reporting => Quality review
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Organization of Maintenance

1. Maintenance Concept

Appendix:

List of Equipment

List of SOP

Trained Operators

………

16

Content:

Target

Definitions

Responsibility

Process

Documentation

……..

SOP

Inspection

Maintenance 

and Servicing

of Equipment
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Organization of Maintenance

2. Inspection- and Maintenance SOP

 How to do (when, what, with )

 Responsibility for doing (who)

 Documentation 

 Reporting and Analysis

 Approval
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For Blow-Fill-Seal:

Documentation

Inspection and Maintenance SOP
Protocol => Record

Equipment

https://www.google.de/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwip_8e9hcbZAhVnBcAKHT5FBLwQjRx6BAgAEAY&url=https://www.cphi-online.com/bottelpack-type-321m-prod186322.html&psig=AOvVaw1B6rDtK2IeFPYOeVYJ1Krq&ust=1519819062345534
https://www.google.de/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwip_8e9hcbZAhVnBcAKHT5FBLwQjRx6BAgAEAY&url=https://www.cphi-online.com/bottelpack-type-321m-prod186322.html&psig=AOvVaw1B6rDtK2IeFPYOeVYJ1Krq&ust=1519819062345534
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For Blow-Fill-Seal:

How to do (when, what, with )
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For Blow-Fill-Seal:

How to do (when, what, with )



BFS IOA 

Training Kunming

For Blow-Fill-Seal:

How to do (when, what, with )
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For Blow-Fill-Seal:

How to do (when, what, with )
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Organization of Maintenance

2.  Inspection- and Maintenance SOP

23

SOP

Inspection

Maintenance 

and Servicing

of BFS

Type YXZ

For and after Production

Weekly Inspection

Monthly Inspection

Half yearly / Yearly 

Maintenance
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Organization of Maintenance

2.  Inspection- and Maintenance SOP

24

SOP

Inspection

Maintenance 

and Servicing

of BFS

Type YXZ

Example
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Organization of Maintenance

2.  Inspection- and Maintenance SOP

25

done

checked

changed

Not applicable

Weekly Maintenance
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Organization of Maintenance

3. (Corrective- and preventive) Actions

What action is allowed during service and 

maintenance?

Action plan and time schedule

Deviation and Change Management, CAPA 

System

Risk analysis and approval for repair and 

changes
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Organization of Maintenance

3. (Corrective- and Preventive) Actions

Documentation:

1 ……

2 …..

3 ……

27

Action Plan:

1……

2……

3……

SOP

Deviation 

CAPA

Change Control

Management
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Organization of Maintenance

4. Monitoring / Trending / Analysis

 Identify problems from following data resources: 
 Inspection and Maintenance  records

 Log book

 Online Monitoring and Trending ( force, torque, velocity, … )

 Calibration

 Deviations and Changes

 Problem solving technics like FMEA, Ishikava-

Diagram, Roote-cause analysis ….

 Solve problems permanently

 Regular reporting of maintenance results
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Summary:  Target of Maintenance

• Keep premises and equipment in good conditions

• Reduce risks of desaster – be preventive

• Understand the Life-cycle concept

Life-Cycle

Initial Qualification / 

Validation

Maintenance, 

Calibration
Changes

Requalification 

/ Revalidation
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Thank you for your attention!

Please feel free to ask

Christoph Bohn

Director Pharma Service

Senior  Technical Consultant

Christoph.Bohn@rommelag.com


