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Child marriage divorces girls from opportunity

Child mamage divorces Stopping the
girls from opportunity stigmatization of
depression

Sexual and reproductive health

)' Maternal and perinatal health

11 October 2012—Today the world marks the first
ever International Day of the Gird Child. The theme of
the day is ending child mamage. The number one
cause of death among girls aged 15-19 is death
during pregnancy and childbirth. Early marriage also
increases exposure to violence and abuse, and can
increase the risk of HIV infection

Read the fact sheet on adolescent pregnancy

More children
immunized in Ethiopia

Kolkata India joins age-
friendly cities network

Em Family planning

Advanced search

Disease outbreak news
Information about disease outbreaks

Emergencies and disasters
Humanitarian health action

Director-General
Director-General and senior management

Governance
Constitution, Executive Board and World
Health Assembly

WHO guidelines
A selection of eidence-based guidelines

WHO reform
Addressing public health challenges in the
21st century

31‘7’ r Sexually transmitted infections
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f Health & Human Services

Ao Z Index | Follow FDA | FDA Voice Blog
|Yﬁ: U.S. Food and Drug Administration SEARCH
r Protecting and Promoting Your Health S ———

Home ]| Food § Drugs ] Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products § Tobacco Products

For Consumers & Patients
Updates and information for staying safe
and heathy

FOA | BeSafe%(

'-‘.-'N"A-.».q.

For Health Professionals
Medical product safety information,
adverse event/problem reporting and more

For Scientists & Researchers

NCTR. pediatrics, clinical tnals, critical path
initative and more

Be SafeRx Educates Public About Online Pharmacies
FDA is launching a national campaign to educate consumers about
the dangers of buying medicines from fake pharmades on the
Internet

For Industry
Guidance, registration and listing, import
programs and more

£ G £ &

Recalls & Alerts Approvals & Clearances Report a Problem
FDA Initiatives



FDA

fNTLE 21-FOOD AND DRUGS
CHAPTER |-FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER C--DRUGS: GENERAL

PART 210 CURRENT GOODMANUFACTURING
PRACTICEIN MANUFACTURING.
PROCESSING. PACKING. OR HOLDING OF
DRUGS:GENERAL

§210.1 - Status of current good manufacturing practice regulations.
§210.2 - Applicability of current good manufacturing practice regulations.
§210.3 - Definitions.



FDA

ITLE 21--FOOD AND DRUGS
CHAPTER |-FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER C--DRUGS: GENERAL

PART 211 CURRENT GOODMANUFACTURING
PRACTICEFOR FINISHED
PHARMACEUTICALS

Subpart A--General Provisions
§ 211.1- Scope.
§ 211.3 - Definitions.

Subpart B--Organization _and Personnel
§ 211.22 - Responsibilities of quality control unit.
8§ 211.25 - Personnel qualifications.
§ 211.28 - Personnel responsibilities.
§ 211.34 - Consultants.

Subpart C--Buildings and Facilities
§ 211.42 - Design and construction features.
§ 211.44 - Lightinag.
§ 211.46 - Ventilation, air filtration, air heating and cooling.
8§ 211.48 - Plumbing.
8§ 211.50 - Sewage and refuse.
§ 211.52 - Washing and toilet facilities.
§ 211.56 - Sanitation.
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EMA

An agency of the European Union

EUROPEAN MEDICINES AGENCY -

SCIENCE MEDICINES HEALTH Text size: [3/alal [Site-wide search

Follow us:

Home Find medicine Regulatory Special topics Document search News & events Partners & networks About us Quick links 2]

Search for medicines World Mental Health Day Find information for...
Search our database of medicines - including 10 October 2012
human medicines, veterinary medicines and pPatients and
herbal medicines. Find out more about 14 carers "
/ the Agency's activities
Quick search 0 N in this field...

options to help you find what you need.

, > Healthcare
Or go to the medicines section for more @ professionals

World Federation for Mental Health > Animal health
professionals ~
Latest news t Patient safety ! Veterinary alerts New medicines Public consultations
) Business 8

10/10/2012 European Medicines Agency on track to meet core business targets for 2012
The European Medicines Agency’s Management Board discussed the Agency’s annual mid- Media o008
year report for 2012 at its meeting on 4 October. ... » Read more » professionals .‘CJJ

09/10/2012  European Medicines Agency releases guideline on medicinal products for the
treatment of schizophrenia Product emergency
The European Medicines Agency has updated its guidance for pharmaceutical companies ::)ug d: “:*fm':oss)
developing medicinal products for the treatment of schizophrenia. ... » Read more

09/10/2012 [ World Mental Health Day: 10 October 2012 What's New
Health Day The European Medicines Agency is supporting World Mental Health Day on the website



EMA

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH I

Text size: al a A [Site-wide search

Follow us: u

lome Find medicine BGELHTIEGIE Special topics Document search News & events Partners & networks About us Quick links

Human medicines

Pre-authorisation
Post-opinion
Post-authorisation
Product information

Scientific advice and
protocol assistance

Scientific guidelines
Search guidelines
YQuality
Active Substance
Manufacturing

Impurities

p Home p Requlatory p Human medicines p Scientific quidelines p Quality
Quality guidelines [ Email () Print @ Help

This section includes the European Medicines Agency's guidelines on the quality of medicines.

The sgency's Committee for Medicinal Products for Human Use (CHMP) prepares scientific guidelines in consultation witt

regulatory authorities in the European Union (EU) Member States, to help applicants prepare marketing-authorisation
applications for human medicines.

Guidelines provide a basis for practical harmonisation of how the EU Member States and the Agency interpret and apply
detailed requirements for the demonstration of quality, safety and efficacy that are in the Community directives.

The Agency strongly encourages applicants and marketing-authorisation holders to follow these guidelines, Applicants n
justify deviations from guidelines fully in their applications at the time of submission. The Agency advises applicants to
any proposed deviations with EU regulators during medicine development through scientific advice,

Quality guidelines are provided for:

» Active substance

P Y R e L L ]



ICH

Contact Glossary FAQs Login

harmonisation for better health Q S E M

n m Work Products Training Search Our Site

Welcome to the ICH official website Help to Shape the ICH

The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) Guidelines
is unique in bringing together the regulatory authorities and pharmaceutical industry of Europe, Japan and the US to discuss scientific
and technical aspects of drug registration. Since its inception in 1990, ICH has evolved, through its ICH Global Cooperation Group, to
respondto the increasingly global face of drug development, so that the benefits of international harmonisation for better global health
can be realised worldwide. ICH's mission is to achieve greater harmonisation to ensure that safe, effective, and high quality
medicines are developed and registered in the most resource-efficient manner. Download the ICH 20th Anniversary Publication

by responding to one of our
consultations. Your contribution
will then be considered by the
relevant ICH

Working Group. J
Discover ICH Products -
Q&A Documents

Quality Guidelines

Harmonisation achievements in the Quality area include pivotal
milestones such as the conduct of stability studies, defining relevant
thresholds for impurities... (more)

Recent News

3 July 2012
Press release from the ICH

- - S— Steering Committee meeting
View Al Guality Guidewnes in Fukuoka, 6-7 June 2012

The six official ICH parties have




PIC/S : Role : Benefits

The Pharmaceutical Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme (jointly referred to as PIC/S) are
two international instruments between countries and
pharmaceutical inspection authorities, which provide together an
active and constructive co-operation in the field of GMP.

PIC/S" mission is "to lead the international development,
implementation and maintenance of harmonised Good
Manufacturing Practice (GMP) standards and quality systems of
inspectorates in the field of medicinal products.”

This is to be achieved by developing and promoting harmonised
GMP standards and guidance documents; training competent
authorities, in  particular inspectors; assessing (and
reassessing) inspectorates; and facilitating the co-operation and
networking for competent authorities and international

ArnAanicatinne

Training : Publications

Expert Circle on
Blood & Tissue

<
Expert Circle on Computerised

Systems
Al ne Fublicat ONS
Most PIC/S publications
can be downloaded for
) PIC/S GMP Guide free

Members area

This area is reserved fo PIC/S
only

Accession : Links : Newsg

News

Registrafions open

2012 PICI/S SEMINAR, UKRAINE
(3-5 OCTOBER)

PIC/S EVENTS IN GENEVA,

SWITZERLAND, 7-11 MAY 2012

KOREA APPLIES FOR PICIS
MEMBERSHIP
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C/S : Role : : i Activities : Training : Publications : Accession : Links

Home = Publication = PIC/S GMP Guide

Search by title / reference | [All categories v| |AII sections v | Reset

Document Reference Category Section

SITE MASTER FILE FOR PLASMA PI1020-3

WAREHOUSES Rz

PICIS GMP GUIDE {INTRODUCTION) PE 008-10 Download
{Intra) —_

PICIS GMP GUIDE (PART I|: BASIC PE 008-10 Diosmioad

REQUIREMENTS FOR MEDICINAL PRODUCTS) (Partl) E—

PICIS GMP GUIDE {PART II: BASIC PE 008-10

REQUIREMENTS FOR ACTIVE (Part 1l Download

PHARMACEUTICAL INGREDIENTS)

PICIS GMP GUIDE (ANNEXES) PE 008-10 Download

Annexes)



Eudralex
N

- EUROPEAN COMMISSION
: ftﬁ ENTERPRISE AND INDUSTRY DIRECTORATE-GENERAL
% g Consumer goods

g W Pharmaceuticals

Brussels. 14 February 2008

EudraLex
The Rules Governing Medicinal Products in the European Union

Volume 4
EU Guidelines to
Good Manufacturing Practice
Medicinal Products for Human and Veterinary Use

Part I

Chapter 1 Quality Management

Document History
Revision to include concept of Product Quality Review 25 October 2005

Date of revised version coming into operation and superseding 01 July 2008
previous version dated 25 October 2005




GMP Rehberleri

Conferences/Courses »

Webinars

elLearning

Certification
Programme

In-house Training

Literature * ¥ %
* e
GMP Discussion Forum **ECA:
. * 4k
— EUROPEAN COMPLIANCE
ACADEMY

ECAWorking Groups  »
Members Area

About ECA

Annual Meetings

Home
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Eudralex - Volume 4 Good manufacturing

practice (GMP) Guidelines
n - Part | - Basic Requirements for Medicinal Products _

Chapter 1 Pharmaceutical Quality System @ (65 KB)into (into operation since 31 January 2013)
e Chapter 2 Personnel

o Current ff) (20KB)

o Deadline for coming into operation: 16 February 2014 (56 KBINE W

e Chapter 3 Premise and Equipment (34 KB)

o Avrevised version of Chapter 3 is in preparation. The puhlic consultation on the proposed draft E (53 KBlis
currently closed.

* Chapter 4 Documentation (January 2011) (33 KB)
« Chapter 5 Production @ (50 KB)

o Arevised version of Chapter 5 ig in preparation. The public consultation on the proposed draft LVE (84 KB)is
currently closed.

e Chapter 6 Quality Control ‘@ (33 KB)

o Arevisedversion of Chapter 6 is in preparation. The public consultation on the proposed draft L@ (62 KB)is
currently closed.

e Chapter 7 on Outsourced activities ‘@ (21 KB) (into operation since 31 January 2013)
Chanpter 7 Contract Manufacture and Analysis '@ (22 KB)

e Chapter 8 Complaints and Product Recall @ (18 KB)

o Arevisedversion of Chapter 8 is in preparation. The public consultation on the proposed draft L@ (79 KBlis
currently closed

* Chapter 9 Self Inspection &) (11 KB)
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Annexes

Tahle
Eudralex

Annex 1 Manufacture of Sterile Medicinal Products (122 KB)

Manufacture of Biological active substances and Medicinal Products for Human Use '@ (171
KBj) {{into operation since 31 January 2013)

Annex 2
Annex 3 Manufacture of Radiopharmaceuticals '@ (68 KB)

Manufacture of Veterinary Medicinal Products other than Immunological Veterinary Medicinal
Products {8 (14 KB)

Annex 4
Annex s Manufacture of Immunological Yeterinary Medicinal Products (43 KB)
Annex B Manufacture of Medicinal Gases '@ (48 KB)

Annex 7 Manufacture of Herhal Medicinal Products (23 KB)

Annex 8 Sampling of Starting and Packaging Materials (20 KB)



Annex 9 Manufacture of Liguids, Creams and QOintments @ (13 KB)

A

1gnex Manufacture of Pressurised Metered Dose Aerosol Preparations far Inhalation (17 KB)
Annex ) .

1 Computerised Systems {revision January 2011) ‘@ (22 KB)

Annex . e -

12 Use of lonising Radiation in the Manufacture of Medicinal Products ‘@ (50 KB)

Annex N -

13 Manufacture of Investigational Medicinal Products '@ (67 KB)

Annex )

14 Manufacture of Products derived from Human Blood or Human Plasma @ (50 KB) - May 2011
Annex

15 Qualification and validation {136 KB)



Certification hy a Qualified person and Batch Release ‘@ {41 KBy D

Annex A revised version of Annex 16 is in preparation. Stakeholders are invited to comment on this draft
16 ‘@ (150 KB) by 5 Novernber 2013 atthe latest. Comments should be sent by email to: ADM-
GMDP@ema.europa.eu and SANCO-pharmaceuticals-DE@ec.europa.eu
e Parametric Release (124 KB)
17 B
Annex
19 Reference and Retention Samples (24 KB)
+ Glossary

* Glossary ff) (27 KB)



Eudralex - Volume 4 Good manufacturing

practice (GMP) Guidelines.
LI

Part Il - Basic Requirements for Active Substances used as Starting
Materials

« Basic requirements for active substances used as starting materials ‘@ (452 KB)

Partlll - GMP related documents

o Site Master File (33 KB)

* Q9 Quality Risk Management {g)

« Q10 Note for Guidance on Pharmaceutical Quality System ‘@

* MRA Batch Cettificate {101 KB)

o Template for the ‘written confirmation' for active substances exported to the European Union for medicinal
products for human use '@ (487 KB)(Version 2, January 2013)



0 Therapeutic Goods Administration (Terapétik
Urinler Dairesi) Avustralya’daki terapétik

AVU S'|'I‘d |YC| urunlerden sorumlu otoritedir.

Contact TGA: e info@tga.gov.au | t 1800 020 653 | More contact info | A-Z quide | Help
Australian Government

Department of Health and Ageing
Therapeutic Goods Administration _ SEARCH

Safety information | Consumers | Health professionals | Industry | About the TGA | News room

I want to...

Therapeutic Goods Administration
Australia's regulatory authority for therapeutic goods.  More about the TGA...
New to this website? You might like to start here: © Ask a question

O Report a problem

© Health professionals

Do you use or buy therapeutic Do you prescribe or use
goods for your own use or for therapeutic goods in a H P
someone else? professional capacity? t

Patient, carer, traveller, Doctor, nurse, pharmacist... *
y -

© Access eBusiness

Do you supply or manufacture
therapeutic goods, or want to?

Sponsor, manufacturer... Access popular pages

Product recalls
Alerts
For travellers & visitors

visitor...

News [)Latest news & updates ~ Featured » See all features Job vacancies
oy Consumer Medicines Information
5 November 2011 What's on a medicine label? (CMI)

International Medical Device Requlators' Forum (IMDRF)
The newly-established International Medical Device Regulators' Forum will accelerate international
medical device regulatory harmonisation

Product Information (PI)

Subscribe to updates
Freedom of information

The label tells you what
you are buying, what it can
do for you and how to use

4 November 2011 it to get the best results.

Reduce Weight Fruta Planta capsules

Analy_si_s undertaken b_y the TGA Laburatorie_s i_n Australia ha_s confirmed the presence of therapeutic Forms

quantities of sibutramine and phenolphthalein in Reduce Weight Fruta Planta capsules publications

4 November 2011

Ying Da Wang tablets . -
Analysis undertaken by the TGA Laboratories in Australia has confirmed the presence of therapeutic Australian Register of
quantities of sildenafil in Ying Da Wang tablets Therapeutic Goods

4 November 2011 O Search the ARTG
TGA structure

Updated structure chart n
© What is the ARTG?

» Visit the news room

Copyright | Privacy & security | Disclaimer | Acronyms & glossary | Sitemap | www.australia.qov.au ™ | www.health.qov.au & I < ; Health Safety

Enquiries/feedback: Contact the TGA RL‘gUlilUOﬂ




Avustralya

Australian Government
Department of Health and Ageing

Contact TGA: e info@tqa.qov.au | t 1800 020 653 | More conta

Therapeutic Goods Administration

Home | Safety information | Consumers | Health professionals UL About the TGA | News room

Regulation basics
Prescription medicines
Over-the-counter medicines
Complementary medicines
Medical devices & IVDs
Blood, tissues & biologicals

Other therapeutic goods

vManufacturing therapeutic
goods

Manufacturing basics

Manufacturing medicines

Manufacturing medical devices &
IVDs

Home > Industry > Manufacturing therapeutic goods > »

PIC/S guide for good manufacturing practice for medicinal products

Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme

Therapeutic Goods (Manufacturing Principles) Determination No. 1 of 2009 adopts the PIC/S Guide to Good Man
for Medicinal Products, PE 009-8, published by the Pharmaceutical Inspection Convention and Pharmaceutical Insy
Scheme (jointly referred to as PIC/S), dated 15 January 2009. The Guide is reproduced in its entirety with the pe

The PIC/S provide an active and constructive co-operation in the field of GMP (Good Manufacturing Practice). Th
to facilitate the networking between participating authorities and the maintenance of mutual confidence, the excl
and experience in the field of GMP and related areas, and the mutual training of GMP inspectors. Australia is a mel

Guide to Good Manufacturing Practice for Medicinal Products - Introduction

Guide to Good Manufacturing Practice for Medicinal Products - Part I

Guide to Good Manufacturing Practice for Medicinal Products - Part II

Guide to Good Manufacturing Practice for Medicinal Products - Annexes




Avustralya
I

O Su an Avustralya’da gegerli olan GMP rehberi
PIC/S tarafindan yayimlanan “Guide to Good
Manufacturing Practices for Medicinal Products,
PE 009-8, 15 January 2009” dur. Bu rehberin
01.07.2010 tarihinden beri yasal yaptirimi
vardir.

0 Kabul edilen bu rehber “Australian Code of
Good Manufacturing Practice for Medicinal
Products (2002)” ve “Australian Code of Good
Manufacturing Practice for Sunscreen Products
(1994)” yasalari yerine gegmistir.
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WHO guidelines
on good manufacturing ;
practices [GMP)
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7 Haziran 2011 SALI Resmi Gazete Sayi : 27957

YONETMELIK
Saglik Bakanligindan:

TIBBI CIHAZ YONETMELIGI
BIRINCI BOLTM
Amac, Kapsam, Davanak ve Tamumlar

Amac ve kapsam

MADDE 1 —(1) Bu Yonetmeligin amaci; tibbi cithaz ve aksesuarlarinin tasimas: gereken temel gerekleri
belirlemek ve bu cihazlar ile aksesuarlarimin kullanimui strasinda hastalann, uygulayicilann, kullanicilann ve tiglincii
sahislarin saglik ve giivenligi agisindan ortaya cikabilecek tehlikelere karsi korunmalarini saglamak amaciyla
fasanimna, smiflandinilmasina, iretimine, piyasaya arzina, hizmete sunulmasmna ve denetlenmesine iligkin usul ve
esaslan duzenlemektir.

(2) Bu Yonetmelik; kamu kurum ve kuruluslar: ile gercek ve ftiizel kisilerin, tibbi cihaz ve aksesuarlarinin
tasarimi, imalati, pivasaya arzi, hizmete sunulmasi, kullanimi ve denetimi ile ilgili biitiin faaliyetlerini kapsar.

(3) Bir cihaz 19/1/2005 tarihli ve 25705 sayili Resmi Gazete’de yayimlanan Beseri Tibbi Uriinler
Ruhsatlandirma Yonetmeligi kapsamina giren bir t1bbi Girinin uygulanmasi amaciyla tiretilmis ise, anilan cithaz bu
Yonetmelik kapsamunda degerlendirilir. Bu durum. tibbi iiriine Beseri Tibbi Uriinler Ruhsatlandirma Yonetmeligi
hiikiimlerinin uygulanmasini engellemez.

(4) Bir cihaz, t1bbi iiriin ile kombine halde tek bir tiriin olarak piyasaya stiriilliiyorsa ve tek kullanimlik ise. bu
tek iiriin Beseri Tibbi Uriinler Ruhsatlandirma Yonetmeligi hiikiimlerine tabidir. Bu durumda. t1ibbi cihazin giivenlik



-GMP ve Dinyada uygulamalar

m - € - C | [3 www.pharmainfo.net/guidance-documents/gmp-guidelines ke -
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G Pha rmai nfo.net Pharmaceutical Information, Articles and Blogs

Home Info Zone Articles Blogs Jobs Login Help

Sponsored Links

. >
Dove Medical Press
www dovepress.com) o
Open Access Impact Factor Journals. Quick processing. Submit your paper
Job Alerts tO Your I , Custom Search
Email Pharmaceutical Information » Information Zone » Guidance Documents » GMP
N Search
Guidelines
“ lsubscribe Now For
GMP Guidelines Alerts :
Pharmaceutical Job Alerts to SRF/JRF/Phd/MS
your email. Sponsored Links Notifications
--For India Job Alerts CLICK
or India Job Alerts B3 Q Subscribe Now For
HERE " 111 h.D/M.Pharm/Ms ta
I A Pharmaceutical Trainings SRF/ JRF/Ph.D/M.Pharm/MS to
your Inbox.
HERE www. CELforpharma. com -

CLICK HERE to add your email

i oL . s artcl . . address.
sponsored Links Learn from topnotch experts! Take a look

at our course calendar

> Quick Links

/,’ Ba§lat € » ® 7 | [@ 4 Microsoft Office P... & GMP-Mige Kilicarslan P GMP Guidelines - Goo... TR ’</)'f! " o—j 09:25




Odev

_(— = €' [ www.ispe.org/grmp-resources/gmp-guidelines _
% Bu sayfanin dil Cevrilmesini istiyor musunuz? [(;evir ] [Haylr ] [Ingilizce dilini asla gevirme ]

KNOWLEDGE

Connecting a World of & LEARNING

Pharmaceutical Knowledge

GMP Guidelines

= B o B 0@

Home => Knowledge and Learning >> Resources by Topic >> GMP Resources >> GMP Guidelines

Australian GMP Guidelines
View All Topics ) ] ) o
> Questions & answers on the code of good manufacturing practice for medicinal products

GMP Resources > 'Ic'leucafllirtllig:tliiuidance on the Interpretation of Manufacturing Standards for Supplier
GMP Resources by . L
Country Canadian GMP Guidelines

> Annex 2 to the Current Edition of the Good Manufacturing Practices Guidelines
GMP Regulations and Schedule D Drugs (Biological Drugs) (GUI-0027)

Preambles » Consultation: Draft Documents for Drug Good Manufacturing Practices Inspection
Program {7 August 2009)

> Consultation on Good Manufacturing Practices- Inspection Program Review (26 January
2011)

> Drug Good Manufacturing Practices (GMP) and Establishment Licencing (EL)
Enforcement Directive (POL-0004)

v 2hAD lnenactiaon Dalicw far Canadian Nra Ectahlichrant~ (OO OO11%

GMP Guidelines

GMP Audits



FARMASOTIK URUNLERIN 1Yl IMALAT UYGULAMALARINA ILISKIN
KILAVUZ

T.C. )
SAGLIK BAKANLIGI
llag ve Eczacilik Genel Mudurltugu

Sayi: 1505ANKARA
Konu:3.03. 1994

BAKANLIK MAKAMINA

Farmasotik mustahzar areticilerinin, drettikleri urundn istenen etki, emniyet ve kalitede olmasini garanti
etmelenni 6ngoren hikumlen kapsayan ‘Ispenciyari ve Tibbi Mastahzar Imalathanelen Yonetmeligi”,
yayimlandigi 1 Kasim 1984 tarihinden itibaren gerek Bakanligimiz ve gerekse ureticiler tarafindan ciddi
sekilde uygulanmaya devam etmektedir. Uretimde uyulmasi gereken kurallar, o gunun sartlan ve
Dunya Saghk Orgati’'nan tavsiyelen dikkate alinarak, bu Yonetmelikte kisa, 6z ancak kesin bir ifade ile
yer almistir. GMP olarak tanimlanan bu kurallan yasal bir yukumluluk olarak uygulamaya koyan ilk
ulkeler arasinda yer alan Turkiye, gecen zaman icinde teknolojik gelismeler ve yenilikler ile farmasaotik
mustahzarlarda gorulen cesitliligi de dikkate alarak, yururlikte olan Yonetmeligin uygulayicilar



