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S Xt "7t S ZHA}l Reference ; Supplier Qualification in GMP

Key Factor to consider for compliance

EU GMP emphasizes the importance of documenting the selection, qualification, approval,
PICS and maintenance of suppliers as part of the pharmaceutical quality system
GMP

emphasizes the importance of supplier qualification for outsourced activities to
KGMP ensure compliance with GMP standards.
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THE COMPLETE GUIDE TO FDA-REGULATED SUPPLIER
. 4 QUALIFICATION & QUALITY MANAGEMENT ‘

WRITING AN EFFECTIVE QUALITY AGREEMENT
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Quality Assurance including
- Deviations/Investigations

. - Product Disposition Responsibilities
Contact Information - Complaint Handling

Product Governed by the Agreement

Regulatory Compliance including
- Handling of Regulatory Agency Inspections
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Agreement Terms and Expiration
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Xk} Conditional Approval of
an Existing Supplier
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Finished Drug Excipients Active Packaging Clinical Trial
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siigsas gl il <1053 - Checklist. Supplier audit form

<1083.7> <1083.8> R
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« Forming Expert Panels now! N recruit the best vendors.




THE COMPLETE GUIDE TO FDA-REGULATED SUPPLIER
QUALIFICATION & QUALITY MANAGEMENT

#19. Issue Study Slide

Exercise caution when building new supplier relationships
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Tool & Program N @ EXEMPLAR
Udilor @

Data Analysis Tool Improvement Tools Improvement Programs
Pareto charts Corrective action ISO 9001
Cause-and-effect diagram
Flow charts Preventive action Total Quality Management
Control chart(SPC)
Check sheet Root cause analysis Six Sigma
Histogram
Descriptive statistics Plan-Do-Check-Act Lean
Matrix
Sampling techniques Cost of quality Statistical control
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Communication
skill

Auditing
skill

EtE-gof tiet 2=

-,
B The Institute of
\\ Internal Auditors
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e Listening

* Questioning

* Probing

e Critiquing

* Handling conflict

e Teleconferencing and other remote audit

Being clear and concise

Having good writing skills

Having good speaking skills
Having appropriate body language

Having tact

Familiarizing yourself with needed technology

prior to the audit

* Evaluating and Judging

* Controlling and audit

* Planning and preparing

* Maintaining confidentiality
* Leading

* Supervising

* Administering

* Decision marking

* Analysis evidence

* Drawing conclusions

* Verifying evidence
hunt)

level

* Understanding technical material
* Presenting(report and at meeting)

* Discovering the truth(not a witch
* Having an awareness of authority

* Having a business understanding

Observing

Identifying problem areas
Having a knowledge of audit
principles and functions
Applying knowledge
Collecting data

Having ability to manage time
Reviewing

Sampling

Assessing
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* Program No. 7356.002 Drug Manufacturing Inspections
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* |ICHQ7 Good Manufacturing Practices for Active
Pharmaceutical Ingredients

* APIC guide for auditing registered starting materials
manufacturers

* Program No. 7356.002 Active Pharmaceutical Ingredients
tﬂ__H__ls oJEOlOt X-”X
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ICH Q7 Compliance for
APIs Manufactured by
Cell Culture/Fermentation

ICH Q7 Compliance for
APIs Manufactured by
Chemical Synthesis

Certified ICH Q7 Auditor
Training Course

® Assessment of audit skills
® Written exam
® Internet-based examination on current GMP topics

Sign an Auditor contract with the APIC Compliance Institute
(optional)

APIC Certified ICH Q7 Auditor
within the framework of the APIC Audit Programme
(optional)

Conduct audits

API
Compliance
Institute

A Division of
CONCEPT HEIDELBERG

EE

CERTIFICATE

Mr Byounggoo Hwang

~ has completed a three day ECA-Course on 25 to 27 October 2017 in Praha,
Czech Rep g the following subject A i

ECA - The GMP-Auditor

Contents of the course:

. Mmﬁwmmenﬁ!m
* How to plan an

. Nowmb«nme 2 good auditor

. waommmwmmmm
= Audk types / The =

-

| i acoery Qlocl_coll

| L

T | Acad
* caaemy
 ECAX* | 1ne ormn
** N ** nformation Souree

HASE 2 a0 Hotr|sels =
H2F7|% - GMP - VALIDATION M2 7| J
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HEFTH EDITION

CERTIFIED
QUALITY
AUDITOR

HANDBOOK

LANCE B, COLEMAN SR., editor

Lead Auditor

Name : Kim Bosuk

Scheme  : 1SO 9001:2015
Issued : Oct.23, 2020
Valid Until - Oct.22, 2022

/i i
Auditor
R Name  : KimBosuk
Scheme  :ISO 27001:2013
Issued  : Mar.21,2023
Valid Until  : Mar.20, 2024

Vi
ges

Certification No - KR200316  Renewal Date - Mar.20, 2028

Lead Auditor

Name : Kim Bosuk

Scheme  : ISO 13485:2016
Issued : Sep.24, 2021 ng
Valid Until - Sep.23, 2022 e

Certification No - KR200316 Renewal Date : Sep 23, 2024
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Compliance Manuals

AYES D X2 B
O

* Drug Compliance Programs -

Program No. Compliance Program Title (4% X{9| o|%Z S £S5 AT GMP H7t 29X &)
7348.001 InVivo Bioequivalence

—
L] E.:I]I qu Aé' Do:| 0‘” I:H _O:;l' Eol =1 7348.809A Radioactive Drug Research Committee
7346.832  Preapproval Inspections

Com p| lance Prog rams 7352002 Unapproved New Drugs (Marketed, Human, Prescription Drugs only)
7352.004 InVitro Methods Development and Validation for Generic Drugs(Not available online)

— Bioresearch Monitoring ~

— Devices/Radiological I;lgéftk
= Drugs ¢

= Food and Cosmetics

— Veterinary Medicine

Compliance Policy Guides

Regulatory Procedure

\ViaNnuag

& 7356.002F Active Pharmaceutical Ingredients

o IT - =T t 7353.001 Postmarketing Adverse Drug Experience (PADE) Reporting Inspections

o|etE Gl ol &HE! 56 000 Inspactions, of GDER-led or CORH-led Gombination Products
_ H= = H 11— 1356.002 Drug Manufacturing Inspections 3
JTCL;I X| 7&! -: 73560024 Jenile Drug Process Tnspections —
jl | 7356.00}5’ Drug Repackers and Relabelers

Biologics 7355002C  Radioactive Drugs

! ol 0 5} o] AlA q)

#856.002E Compressed Medical Gases (BLA)O“ =89 FDAS| 24} 1%

Biologics License Applications

FDA Compliance Program = X|3 =l T2 1 HHO0| M
7128 A2l +=ldt= O SEE 7| f/ot 710| E &X|H

= FDA ZAFEHOI Al M-S

ol a7 At SF AL SHEN E2 TS
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FDA Compliance Program _HiZ&
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A 7+
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Food and Drug Administ y and Innovation Act (FDASIA)
“section 5 70| Al 712 A |

“FUQ |G E HE AL BEE

[= | =
FDAZL M & orA| X[’ deh o & O] 2o ZAtLS

o |
| -

ot ¢l Soll ets HASHH, 2|4

—

N "E= 2| 2FE 2| manufacture, preparation, propagation, compounding, or processing

2SS ots GHE e FE 718 A2 178 2o 2t dAFSH Of gt
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Selecting establishments for Inspection “RISK FACTORS”




Quality Management Maturity

€ Quality culture

€ Advanced management

practices Figure 1. Steps to QMM

Current Good Manufacturing Practice [CGMP) require-
ments define the minimum manufacturing standards
to legally market drug products in the US. The ICH Q10
Pharmaceutical Quality System guidance augments CGMP
with the concept of an effective pharmaceutical quality

® Identification of where QM
practices can be improved

L H H system over the lifecycle of a product. QMM requires, in
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Establishments that comply with CGMP requirements
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A condition in which the set of controls consistently provides assurance
of continued process performance and product quality(ICH Q10)
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Tel: 031-446-7200
M.P: 010-6290-6080

E-mail: gmpkbs@biosupport.co.kr





