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Quality Guidelines

Harmonisalion achievementls in Lthe Quality area include pivolal milestones such as the conduct of stability
studies, defining relevant thresholds for impurities testing and a more flexible approach to pharmaceutical
guality bascd on Goocd Manufacturing Practice (GMP) risk management.

QlA - QIF A\
Stability
> QIA(R2) Stability Testing of New Drug Substances and Products
> OB Stability Testing : Photostability Testing of New Drug
Substances and Products
> QlC Stability Testing for New Dosage Forms
> OID Bracketing and Matrixing Designs for Stability Testing of New
Drug Substances and Products
> QIE Evaluation of Stability Data
Stability Data Package for Registration Applications in Climatic
> QIF
Zones Il and IV
> Ql1EWG Stability Testing of Drug Substances and Drug Products

Q2 Analytical

Validation h
Q3A - Q35E P
Impurities

Q4A - Q4B o
Pharmacopoeias

Q5A - Q5E Quality of Biotechnological g
Products

Q6A- Q6B y

Specifications

07 Good Manufacturina
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Introduction

Dr. Shorooq Abukhamees

What is Quality

* Quality: in simple words is the essential nature of a thing and
the totality of its attributes which bear upon its fitness for its
intended purpose

‘s # ¥ Sterility is always an essential quality?
="







What 1s Quality

* The suitability of either a drug substance or drug product for its
intended use. This term includes such attributes as the identity,
strength, and purity. [ICH Q6A]

* The degree to which a set of inherent Sm perties (of a product, system,
or process) fulfills requirements [ISO 9000 / ICH Q9 and Q10].

»Every pharmaceutical product has established identity, strength,
Furit}.f, and other quality characteristics designed to ensure the required
evels of safety and effectiveness.

» Achieving quality means achieving these charactenistics for a product

Shde credit: Dr. Isra Dmour and Prof. Nizar Al-Zoubi

Quality, Quality Control and Quality Assurance

* Quality control:

* The regulatory Frﬂces.s through which industry e
measures actual quality performance, compares it

with standards, and acts on the difference.

* Quality assurance:

* Provision to all concerned the evidence needed to 4.

establish confidence that the activities relating to
quality are being performed adequately.

Shde credit: Dr. Isra Dmour and Prof. Nuzar Al-Zoubi
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« Thalidomide prescribed late 1950s to early 1960s

History and the need for
regulatory bodies

Regulatory authorities Examples

1. Jordan: JFDA established in 2003
2. USA: The Food and Drug Administration (FDA ).
3. Europe: The European Medicines Agency (EMA)

4. UK: The Medicines and Healthcare products Regulatory
Agency (MHRA).
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