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Introduction

A The use of TMHS products (a.k.a. Natural Health
Products in some countries) is growing.

A Widely available in stores and on the internet.

A The World Health Organizations reported that 80
percent of the worl dos p
nerbal medicines.

A In Malaysia total of 21807 (TM) and *329 (HS)
oroduct being process and registered ( cumulative
figure)

* 2011 new code for HS




Traditional Medicine and Health Supplement
Products (TMHS)

A Traditional medicine as defined under the
Control of Drugs and Cosmetics Regulations 1984
means: Any product used in the practice of
Indigenous medicine, in which the drug consist
solely of one or more naturally occurring
substances of a plant, animal or mineral, of parts
thereof, in the un-extracted or crude extract form,
and a homeopathic medicine




Traditional Medicine and Health
Supplement Products (TMHS)

A A Health Supplement (HS) means any product that is used
to supplement a diet and to maintain, enhance and improve
the health function of human body. It is presented in small unit
dosage forms (to be administered) such as capsules, tablets,
powder, liquids and shall not include any sterile preparations
(l.e. injectables, eyedrops).

A TMHS have been subjected to pre-market approval and
licensing for import and sale in Malaysia since 1992.

A Governed by various Acts

- Poison Act, 1952, Sale of Drugs Act 1952; Dangerous Drugs
Act 1952; Medicines (Advertisement & Sale) Act 1956




Traditional Medicine and Health
Supplement Products (TMHS)

A Currently, method of evaluation for traditional medicines
(TM) and health supplements (HS) i abridge evaluation

A Products with certain claims will be subjected to
adulterant screening such as;

V Me n bealth e.g. sildenafil, tadalafil, analogues
V Slimming e.g. sibutramine, fenfluramine
V Muscle and joint pains e.g. NSAIDs, steroids
V Cough and cold e.g. antihistamines
A Heavy metal analysis ( routine test for TM)
A Microbial test ( routine test for TM)




wWhy TMHS is popular?

A The perception of i n at meansl safed & fi n side
e f f éon long tradition of use history)

A Exaggerated claims of the products in the advertisement
via internet and multi-level marketing implies as 60 ¢ ufar e
a | pgroduct.

A Many consumers want to find alternatives to allopathic
medicines as result of their potential side effects
especially for those with chronic illnesses.




Is TMHS really safe?
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Adulteration of TMHS products

A Products that are adulterated contains substances that
are not declared on the label, including scheduled poison
medicines or other potentially dangerous ingredients.

A It is considered as one of causes to the ADR cases.

A Consumer highly demand health products such as for
weight loss, sexual enhancement, inflammatory
conditions, treatment of diabetes have been considered
the high risk products to be adulterated




Adulterant screening In
NPCB




Adulteration Screening Unit

Responsibllity
A Screening of adulterant in sample for:-
I Registration
I Survelllance
I Enforcement
I ADR
I Complaint




Sample received

Number of Samples Received by Category (2006 -2012)
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m 2006 2144 2737 119 192 31
2007 2076 2294 149 268 7
m 2008 1487 2296 132 408 53
m 2009 1116 2236 103 1099 0
m 2010 748 2190 116 660 8
m2011 607 2026 83 212 31
m 2012 604 1883 71 211 61
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Statistic on adulterated samples

Number of Samples Tested and
Adulterated (2006-2012)

—p— Mo, of samples tested —fll— Mo. of samples adulterated

133
- 799

2006 2007 2008 2009 2010 2011 2012




Statistic on adulterated samples

No. of Test Done for Different
Types of Adulterants (2011-2012)
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Categories of adulterant

A Steroid

A Non-steroidal anti-inflammatory drugs
(NSAIDS)

A ED drugs

A Slimming agents
A Antihistamine

A Antidiabetic

A Statin




Popular adulterants
Steroid

Dexamethasone

Erectile dysfunction drugs
Sildenafil, tadalafil dan analog
Antihistamine
Chlorpheniramine, dextromethorphan, promethazine
NSAIDs

Phenylbutazone

Analgesic

Paracetamol

Slimming Agents

Sibutramine, N-desmethylsibutramine
(analog sibutramine)

Antidiabetic

Metformin, Glibenclamide, Ripaglinide
Statin

Lovastatin




Combination of adulterant

A Chlorpheniramine + Dexamethasone

A Dexamethasone + Ibuprofen + Chloramphenicol +
Chlorpheniramine

A Chlorpheniramine + Dexamethasone + Betamethasone +
Prednisolone

A Paracetamol+ Phenylbutazone

A Promethazine + Dextromethorphan + Chlorpheniramine
A Dexamethasone + Chlorpheniramine + Dextromethorphan
A

Dexamethasone + Chlorpheniramine + Dextromethorphan +

Promethazine




ASEAN Post Marketing Alert
System (PMAS)




ASEAN PMAS

A Communication tools for ASEAN members
In exchanging information with respect to
health products especially involving In
safety issues

A TMHS products also included in this
activities and currently only few TMHS
products reported under this tools.




No. of alert under PMAS for TMHS
products 2012 ( Jan 1 Dis)
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Type of adulterants under PMAS for
TMHS products 2012 ( Jan 1 Dis)

Type of adulterants detected under PMAS 2012

35




ADR associated with
adulterated TMHS Products
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