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What is Good Manufacturing
Practice (GMP)?

* A system for ensuring that products are consistently
produced and controlled in accordance to the
standards appropriate to their intended use and the
product specification.

* GMP are regulations that describe the methods,
equipment, facilities and controls required for
producing.

* GMP regulations establish mandatory, minimum
requirements

* —Compliance is not a matter of choice
* —Complying with GMP is the lowest acceptable quality
standard
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System for Quality

* Remember! Last lecture we said we CAN’T test
guality! WHY?

What is tested is not sold
What is sold in not tested

Hence,

Quality is not testing of a product.
It Should be built in each stage of
process/ operation

0rooq hame

* GMP is based on a number of principles, such as:

— Quality must be built into the product, not tested into
it.

— Quality assurance is a shared responsibility of
everyone involved in the production process.

— Quality control is a continuous and systematic process
that monitors and verifies the quality of the product at
every stage.

— Quality risk management is a proactive approach that
identifies, assesses and mitigates potential risks to the
quality of the product.

— Documentation is an essential tool that records and
demonstrates the compliance with GMP.

Shorooq Abukhamees
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Proviides a high level of

o — assurance that medicines are

v= manufactured in a way that

= ensures their safety, efficacy
and quality

GMP

Medicines are
manufactured to comply
with their marketing
authorization

CONCEPT

HHHE Quality is built in
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GMP is enforced by regulatory authorities in different
countries and regions, such as the Food and Drug
Administration (FDA) in the United States, the European
Medicines Agency (EMA) in the European Union, and the
World Health Organization (WHO) at the global level.

These authorities conduct inspections and audits to
verify that the manufacturers comply with GMP and
other relevant regulations. Non-compliance with GMP
can _result in serious consequences, such as product
recalls, fines, sanctions or even criminal charges.

Shorooq Abukhamees 6
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GMP covers the following:

*Quality Management

ePersonnel

ePremises and equipment
eDocumentation

eProduction

eQuality Control

eContract Manufacture and Analysis
eComplaints and Product Recall
oSelf Inspection
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How do QA, GMP and QC Fit Together ?

Starting materials
Transport
Inward goods ‘I
Formulation and
manufacture % <
. o s
Packaging - I >
a
Release for supply ‘I

uality control
Pharmaceutical
quality system
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Shorooq Abukhamees 8




® Quadiry M @ Pé:sOﬁal |
LZp ci-s’-(J-Q,-L:Lﬁ.JICJL_-Q_) -
pwbnal.u 0w (Jud GHP !

@ premises and. Quipmen }'

hiv ¢y $5le Qpll Siprby s,
ol @ B L Lyl
syl s - 88 lgoasslite

b @Lw/fr‘ Contral

s

GHMPI1 b specebicarionsy
up house st USP sl

house 1 specelickion J o)
Jet—smip 3 [0 (oS U2
\')57 Lgn ! LQ-L_/“’J (S 634_8(3“
Qo Saall Rang Jy G2 1Gp i
WI

g

W ~ | > a0
8/‘-’\ omilonnks

Aol &b ao iy bz P ¢

2 p
:{1) St’it’g‘? IS PECH O]
N ' .E :. v B ] "

Q) Dccwnm)#@:on
lEamnii

@ prbdﬂﬂ’lﬁoﬂ
Alsdiads ¢

D Controct Man quLCl"z:
1 J_,.nﬂlé“_; Y- d | P
S\0s _)\QP Caac Ol
Cire byl P Sled!
Coalse Rogs Ot GR3sat

lovs! (5 ey Al o
re;L. Olpd Be & (drs

dJ‘G*é«o Ilo s

(0 &b a3 e GHP It
aeds3 € SOl S s

Y« BRI



RYEETAREN

PHARMACEUTICAL QUALITY SYSTEM

* To achieve quality objective reliably there must be a
comprehensively designed and correctly implemented
Pharmaceutical Quality System.

* This system incorporates Good Manufacturing Practice
and Quality Risk Management.

PHARMACEUTICAL QUALITY SYSTEM

* ICH guidelines Q10
INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL

REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED TRIPARTITE GUIDELINE

PHARMACEUTICAL QUALITY SYSTEM
Q10
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PHARMACEUTICAL QUALITY SYSTEM

Product lifecycle

1) Pharmaceutical Development:
* Drug substance development;

* Formulation development (including container/closure
system);

* Manufacture of investigational products;

* Delivery system development (where relevant);

* Manufacturing process development and scale-up;
* Analytical method development.
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PHARMACEUTICAL QUALITY SYSTEM

Product lifecycle

2) Technology Transfer:

* New product transfers during Development through
Manufacturing;

* Transfers within or between manufacturing and testing
sites for marketed products.

12
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PHARMACEUTICAL QUALITY SYSTEM

Product lifecycle

3) Commercial Manufacturing:

* Acquisition and control of materials;

* Provision of facilities, utilities, and equipment;
* Production (including packaging and labelling);
* Quality control and assurance;

* Release;

* Storage;

* Distribution (excluding wholesaler activities).
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PHARMACEUTICAL QUALITY SYSTEM

Product lifecycle

4) Product Discontinuation:

* Retention of documentation;

* Sample retention;

* Continued product assessment and reporting.

14
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PHARMACEUTICAL QUALITY SYSTEM

* Quality Management is a wide-ranging concept, which
covers all matters, which individually or collectively
influence the quality of a product.

* |t is the sum total of the organised arrangements made
with the objective of ensuring that medicinal products are
of the quality required for their intended use.

* Quality Management therefore incorporates Good
Manufacturing Practice.
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PHARMACEUTICAL QUALITY SYSTEM

A Pharmaceutical Quality System appropriate for the
manufacture of medicinal products should ensure that:

1. Product realisation is achieved by designing, planning,
implementing, maintaining and continuously improving
a system that allows the consistent delivery of products
with appropriate quality attributes;

2. Product and process knowledge is managed throughout
all lifecycle stages;

3. Medicinal products are designed and developed in a
way that takes account of the requirements of GMP;

4. Production and control operations are clearly specified
and Good Manufacturing Practice adopted;

5. Managerial responsibilities are clearly specified;

16




OURSTORYBEGINS

: C,JL.UKE csusc_.d’.»(P(DS ) UQ.-p o:..P rL]m L-lc.'i.u.c
' . u-v;-’:umzbaaa,pbuqﬂap .,.,-..J..g..p.n

2 ’Ofod.ufl' /fﬂccycfe

® phewmaceutical Development.
Z.._.‘a_, s Efmdwnas@_»m l SJJ“@IP.’OI:;CJ,t
‘e A L}-Lu_: An&JHHCG/d? lQ_._-m_, g).sc._JLgJ COPEVRELPS
L,JL-U:LS_).LL*‘ « Delivery Sysrem  csaml (it cuip Jﬁu
1S .. i) Sustinded. ¢y s o) slaal chbydo Coating 3!

@chhnologg st&f
Ronl (P s 1 a5lh5 ) Seartlht il s oy bty (Jai Suls
P shoad Sl o cals s oJZvPJrf‘Jynﬂ- CrAwsisl
Cl-&ap__sc:J_}_.u.p !
@Come(c:al /Uanuﬂc«.omrl_j |
/\9._)“'—”6 L@?U.zyJ 155) 5% | 1*-_'..9 Q)QSC_J‘EJ&?A"‘“'

®P'3dtlﬂ' Disconsnuation
Q—-’*’U (- Qae,,wmn Ot D u" P"Odﬂ@? _,ub,u
UDL?C__AA—:CAZ,,.JL SP e sla) LS S =l s
wc‘v(é*“luu.fw &t © B_QJK-»LCJJ#J [‘b’[—" :

Sla L




@ﬂ'"j,w_ro rq“@

- - T = -~ _— -— _——— — S — " — ﬂ
- e - n —
S— - - ~ - - —— et e gr— - S e —————————————
*
L4 .
.
—— el e —— - — - S—

- - S — — e ———— ———————————
— SN — — -

e — e ¥

’ b

e - e e ————————

i,
-
e —— .




RYEETAREN

6.

PHARMACEUTICAL QUALITY SYSTEM

Arrangements are made for the manufacture, supply

and use of the correct starting and packaging materials,

the selection and monitoring of suppliers and for

verifying that each delivery is from the approved supply

chain;

Processes are in place to assure the management of

outsourced activities:

* Assessing the suitability and competence of the other party to
carry out the activity or provide the material

* Defining the responsibilities and communication processes

* Monitoring and review of the performance of the contract
acceptor or the quality

* Monitoring incoming ingredients and materials
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PHARMACEUTICAL QUALITY SYSTEM

8. A state of control is established and maintained by

developing and using effective monitoring and control
systems for process performance and product guality.

9. The results of product and processes monitoring are

taken into account in

= batch release,
= the investigation of deviations, and, with a view to taking
preventive action to avoid potential deviations occurring in the

future.

10. All necessary controls on intermediate products, and
any other in-process controls and validations are carried

out;

18




PHARMACEUTICAL QUALITY SYSTEM

11.Continual improvement is facilitated through the
implementation of quality improvements
appropriate to the current level of process and
product knowledge.

12.Arrangements are in place for the prospective
evaluation of planned changes and their
approval prior to implementation taking into
account regulatory notification and approval
where required;
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PHARMACEUTICAL QUALITY SYSTEM

13.After implementation of any change, an
evaluation is undertaken to confirm the quality
objectives were achieved and that there was no
unintended deleterious impact on product
quality;

14.An appropriate level of root cause analysis (RCA)
should be applied during the investigation of
deviations, suspected product defects and other
problems.

20
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