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No.
1 S36.2.1 2
H6.1.27 4
2 GMP 1 S56.4.22 21
3 GMP 2 S56.4.28 23
4 GMP 3 S59.3.19 22
5 GMP 4 H3.7.26 54
6 H4.2.21 11
7 GMP H6.6.10 35
8 H7.3.1 158
9 Q&A H7.11.7 85
10 Q&A Q&A H8.6.14 42
11 GMP H9.3.31 480
12 eMP H9.4.1 506
13 GMP H9.5.20 73
14 H9.7.18 14
15 H9.9.29 200
16 GMP H13.11.2 1200
17 GMP Q&A H13.11.2
2/2
CGMP WHO
No. (CFR) EU GMP GMP ICH Q7A
1
2 GMP H6 3 ,H6 333 *
3
4 GMP S55 31
5 GMP ,H6 333 *
6 H6 333 * Annex 11
7 GMP ,H10 36
8 GMP Annex 6
9 H7 158
10 GMP , H6 4
11 GCP H9 28 Annex 13 Annex 7
12 GMP , S36 2
e GMP_H9 506 (Part00-680) | AMNeX 214 | Annexl
14
15 GMP , GMP
GMP H11 6,
1 H11 62 , S36 2 Q7A
17
H6 333 GMP
JP
JP (JP14, 2001) %gli\g): EU GMP WHO GMP ICH Q7A
#5
#6 Guideline on Sterile Drug Products Annex 6.
Produced by Aseptic Processing, 1987 Annex 1. hy .
#10 Yo = Manufacture of Sterile Good Manufacturing Practices
Sterile Drug Products Produced by Medicinal Products, 1996 for Stgggui?sar?(%?tl cd
#11 Aseptic Processing,Draft, 2002 ’
#16
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Quality Agreement

Part 1 Table of Master Control Document

Items

1 Objective and Scope

2 Product Specific Matter

2.1 Product Name

2.2 Component and Composition, Nature

2.3 Manufacturing Method

2.3.1 Manufacturing Flow

2.3.2 Detailed Manufacturing Process (or related SOP)

2.3.3 In Process Control (Specifications and Test method)

2.3.4 Standard Yield

2.3.5 Batch Record (Format)

2.4 Specifications and Test Method

2.4.1 Sampling

2.4.2 Specifications and Test Method of Product

2.4.3 Reference Standard

2.5 Raw Material

2.5.1 Raw Material (Specifications, Test Method, Vendor, Storage and shelf life, Origin Certificates)

2.5.2 Intermediates (Specifications, Test Method)

2.5.3 Container (Specifications, Test Method, Vendor, Storage and shelf life)

2.5.4 Package, Label (Specifications, Test Method, Vendor)

2.6 Storage Condition

2.7 Stability

2.8 Lot Batch Numbering System

2.9 Certificate of Analysis Format

2.10 Certificate of Release Format

2.11 Deviation and OOS report (Format)

2.12 Manufacturing Report  Format

3 General GMP System

3.1 GMP Control System

3.2 Environmental Control

3.3 QC System

4 Quality Audit

5 Quality Control on Transportation

6 Storage Period of Batch Record

7. Subcontract

8 Receipt of Product

8.1 Delivery (term and documents)

8.2 Acceptance Test

8.3 Complaint (Procedure and Format)

9 Other Issues

9.1 Responsible Persons

9.2 Contact Persons

9.3 Annual Report (trend analysis, deviation, stability, etc.)

9.4 Yield Limit

9.5 Change Control

9.6 Document History

9.7 Others
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Part 2 Responsibilities

No. Responsible | Responsible
Sponsor Production

A Drug Regulatory Approval, Documentation

Al Establishing, updating, contact with registration agencies (reg. Holder)

A2 Supply of all necessary technical and regulatory documentation

A3 Development of CMC, Test Methods, Validation

Ad FDA Pre-approval Inspection

A5 Plant Master File, Plant Registration Licenses

A6 Annual Product Review (Trend test data, process deviation)

A7 Annual Report (process and package changes, stability data, etc)

B Quality/Regulatory

Bl Audits

B2 Certificate of Analysis/Conformance

B3 Computer Systems

B4 Customer Complaints

B5 Deviations

B6 Documentation

B7 Field Alerts/Recall

B8 Inspections

B9 Product Release

B10 GMP Standards

B11 Regulatory Dossier Contents

B12 Training and Qualifications

C Materials Management

C1 Raw materials (active substance and inactive ingredients) - Procurement

Cc2 Raw materials - Storage

C3 Raw materials - Sampling

C4 Raw materials - Test Methods

C5 Raw materials - QC and Release

C6 Raw materials - Retained Samples

Cc7 Containers

C8 Disposal

C9 Environmental Monitoring

C10 Supplier Qualification and Management

Cl1 Vendor Audit

D Manufacturing/Production

D1 Master Formula

D2 Manufacturing Instructions

D3 Batch Documentation

D4 Release and Shelf Life Specifications

D5 Expiry Dating/Label Information

D6 Package Labeling

D7 In-Process Control Testing

D8 Finished Product - sampling
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D9 Finished Product - QC Testing
D10 Laboratory Standards

D11 Finished Product - Retained Samples
D12 In-Process Test Methods

D13 Finished Product Test Methods
D14 Release of Finished Product for Packaging and Labeling
D15 OOS Report

D16 Investigation of Failure Product
D17 Decision of Re-process, Rework

E Subcontract

El Audit of Subcontract

E2 Approval of Subcontract

F Validation

F1 Master Validation Plan

F2 Writing Protocol and Execution
F2-1 Equipment

F2-2 Cleaning

F2-3 Facility/Environment

F2-4 Manufacturing Process

F-3 Approval of Process Validation

G Technical Change Control

H Packaging and Labeling

H1 Component Specifications

H2 Packaging Instruction

| Stability Evaluation

11 Stability Test Protocols

12 Stability Testing

13 Stability Reports

14 Shelf Life Determination

J Product Complaints

Jl Collection and Logging

J2 Investigation and Issue of Reports
J3 Follow up Corrective Actions

K Annual Product Review

L Product Recall

L1 Decision to Initiate Recall

L2 Approval of Wording and Notification to Regulatory Agencies
L3 Notification to Regulatory Agencies
L4 Management of Recall

L5 Reconciliation of Returned Product
M Responsibility to Authorities
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C

M1 Liaison with Regulatory Authorities for Approval, Maintenance
and Updating of Product Marketing Authorization

M2 Maintain Manufacturing Authorization

M3 Maintain Manufacturing License

M4 Maintain Safety/Hazard and Handling Data on Product and Raw
Materials

M5 Liaison with Local Health and Safety Authorities

Me Liaison with Environmental Protection Authorities (Pollution

Prevention)
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