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Introduction

GMP Evidence

Directives On Acceptable GMP Evidence
Foreign GMP Inspection
Guideline
Statistic of Foreign Inspections
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The Control of Drugs and Cosmetics Regulations 1984 (CDCR
requires that;

the standard of manufacture and quality control of medicinal
products manufactured outside Malaysia be taken into
consideration before the products are registered with the Drug
Control Authority (DCA).
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NPRA as the secretariat to the DCA is responsible for ensuring;

= All manufacturers of registered products in Malaysia are able to
provide acceptable evidence that the manufacturing
premises conform to current GMP requirements. \

=" Hence, foreign manufacturers are also subjected to GMP
conformity assessments through acceptable GMP evidence
or GMP inspection by NPRA.
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Malaysia (NPRA) became the 26th member of the PIC/S since
1st January 2002.

Therefore, the current PIC/S Guide to GMP for Medicinal
Products and its Annexes have been adopted as the standard
used by NPRA to assess the GMP conformity of medicinal product
manufacturers.
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Pre-submission of Registration
Application

\L. i * GMP Inspection I

Submission of Registration
Application and Screening Process

L
L L
I Data Evaluation I I *+ Sample testing I

I I
N

I MMeeting of the Drug Evaluation Committee (twice monthly) I

e

I Meeting of the Drug Control Authority {monthliy) I

N

Assigning a registration number I = o I I I

I SrErEEl {MAaL no.) & Issuance of notification Rejection el
e Regulation 18, CDCR 1984

= s = = =
I o |jcansing I I Post-Registration Process I = Good Manufacturnng Practice (GMP) Certification
For natural products only
Surveillance & Pharmacovigilance =*  Application for Manufacturer, Import and/or
or Wholesale License

Amendments (WVariation)
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Pharma product registered in Malaysia; (march 2016)

Total Products Registered : 24,700
Local Manufactured 40 %
Imported 60 %
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imported medicinal product in Malaysia is submission of
acceptable evidence of the GMP Compliance of the
manufacturer.

the GMP status of the foreign manufacturer.

1. One of the requirements to register/renew the registration of an

2. This GMP evidence is also required as supporting documents for
application of change of site (COS) for the purpose of verifying
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A GMP certificate is granted when the manufacturing facility has
been audited and found to demonstrate satisfactory compliance
with the required GMP standard.

A GMP certificate would normally be valid for 3 years from the date
of inspection/assessment

Example:
Date of inspection: 01/01/2013
Date of GMP certificate evaluation: 02/01/2016

** \ 1D a
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> Brief summary of the manufacturing activities.
» Brief description of the quality management system of the firm
» Brief summary of the findings, and recommendations
(where applicable).
» Conclusion regarding the GMP status.

GMP report serves as supporting document for the regulator to clarify
information which is not mentioned in GMP certificates.
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certificate/reports

» Issuing authority

»Date of inspection

»GMP standard used for the inspection

steroids & non-steroids block

NMhat NPRA will look into when evaluating GMP

»Name and address of the manufacturing site

nnnnnn

»Types of dosage forms/range of products being manufactured

» Clarifying remark/restriction: Penicillin & Non penicillin block,
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Based on their
latest GMP
routine
inspection
(< 3yrs)

GMP Inspection
conducted against the
PIC/S GMP Guides
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e Directive: Requirement of GMP for Registration of

Directive: Imported Pharmaceutical Products.
No. 1 /2012

e Directive: Requirement for Foreign GMP Inspection for

ND"ef/%efe the New /Renew Registration of Pharmaceutical Products.
0.

e Directive: Acceptance of GMP Complians for the Renewal

Directive: Registration of Pharmaceutical Products.
No. 11 /2016
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Directive:

Imported
Pharmaceutical
Products.

* For New Registration & Renewal Registration: \

~ * For facilities located in Non PIC/S or Non ICH
Requirement of GMP}
for Registration of

e For facilities located in PIC/S or ICH countries:
- GMP Certificate/Inspection report

countries but have been inspected by NDRA of
PIC/S or ICH:
- GMP Certificate/Inspection report

* No GMP Inspection by NPRA
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New/Renew
Registration of
Imported
Pharmaceutical

Products.

Directive: Requirement - For renewal registration:
for Foreign GMP for thel - Inspection by NPRA is REQUIRED

~ * For facilities located in Non PIC/S or Non ICH \
~countries:
- For new registration:
- Inspection by NPRA is REQUIRED
effective: July 2016

effective: January 2017.
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Directive: Acceptance
of GMP Complians
for the Renewal
Registration of
Pharmaceutica
Products

® For renewal registration:

e For facilities located in non P1/CS or Non ICH
countries but have been inspected by NDRA of
Reference Countries* :

e Inspection by NPRA is NOT REQUIRED
effective: January 2017.
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countries

Manufacturers
located in PIC/S

Manufacturers
located in ASEAN
countries and
certified by NDRA
Listed Inspection
Service under the

Manufacturers
located in Non
PIC/S countries
but certified by

NDRA from ASEAN Sectoral
Reference MRA on GMP
Countries*

(for renewal only)
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1. Assess the conformance of foreign manufacturers to G
requirements.

2. Ensure quality and safety of products that are registered or in the
process of registration/re-registration/change of manufacturing site with
DCA of Malaysia and products manufactured for clinical trial purposes
(investigational medicinal products).

3. This activity is to strengthen the supervision and administration over
imported products and foreign manufacturers.
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GUIDANCE DOCUMENT FOREIGN GMP INSPECTION
2nd Edition
July 2016
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Number of Inspections

36

31

26

21

16

11

Num Of Inspections

*Source: NPRA
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FOREIGN GMP INSPECTION

Pharma
Biological 0 0 0 1 0 0 0
Traditional / 1 1 4 0 0 0 0

Health Supp.
TOTAL

*Source: NPRA
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FOREIGN GMP INSPECTION
Sterile
Non Sterile 1 1 4 0 0 0 0 0 10 10 12 38
TOTAL 1 2 5 3 2 0 0 10 14 17 23 77

*Source: NPRA
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U.S. Food and Drug Administration
Protecting and Promotfing Your Health

Inspection Classification Database Search

fauves | wressT | inwecon | @ EenT | @ oea | o s

Data reported as of: April 2016

Maore Information on Search Form Fiskds

Compilete Inspection Classification Dataset

Classification Project Area
Al . Project 09 - Food and Color Additives Petition Review -
" - Project 18 - Technical Assistance: Food and Cosmetics
FAL- Mo Action Indicated Project 21 - Food Composition, Standards, Labeling and Econ

W - Voluntary Action Indicated

Pttt it Project 28 - Colors and Cosmetics Technology

Center for Biologics Evaluation and Research

- Project 41 - Human Cellular, Tissue, and Gene Therapies -
Firm Name Country / Area
Al -
District State
Al - Al -
Atlanta Alabama

Baltimore Alaska
Chicago Arizona
Cincinnati Arkansas

District ORA inspects Foreign locations State Information is not awailable for countries other than the United Stats
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http://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPCompliance

EudraGMDP
A

Wed 5 Oct 2016 12

Certificate Number: | ]
From Date: [ | [75] (YYYV-MM-DD)
ToDate: [ |[TF] (VYYV-MMDD)
Sie Detais
DUNS Number: l:l - l:l - :'
Mame: | ]
= ]
Country: | LAl
Pastcode: | ]
EudraGMDP Site Reference Number: | ]
NG Referene Key: | |
MIA Number: | ]
Legal Basis Of Cartificate Enable Scope Search: a
Type of Inspection Enable Inspection Search: 5]

Operations Enable Operations Search:
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