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Abstract

This study was the experimental research aimed to compare the effectiveness of
activities in the monitoring in grocery entrepreneurs in the new model with the old model
in budget, duration and operating activities. The sample groups were 66 grocery entrepreneurs
in Ban Kho sub-district by using a specific selective method (purposive sampling). Data
collection in fiscal year 2012-2013 (1 October 2011 - 30 September 2013) The instruments used
for data collection were the grocery entrepreneur checking forms, the job operating forms and
the budget spending record forms. Frequency, percentage, mean and standard deviation were
used for statistical analysis and paired sample t-test was used for hypothesis analysis at 95%
significant level. The study results found that the new model of activities in the monitoring
in grocery entrepreneurs used 7,660 Baht (32.80%) less than the old model, consumed 12
days less than the old model and the operating activities is significant by different from the

old model (p < 0.05). It could be concluded that the effectiveness in the new model of
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activities in the monitoring in grocery entrepreneurs is better than the old model, in terms
of budget, duration and operating activities are consistent with the hypothesis. The monitoring

plan should be scrutinized in duration, responsibility and process for better effectiveness.
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Abstract

Hydroquinone, Retinoic acid and Mercury compounds are prohibited substance for
their use in cosmetic products, owing to using the products that have the mixture of
hydroguinone for a long time cause harmfulness against the melanin, vitiligo and darkening
of skin. When found in large quantities will become Melasma Permanently. Retinoic acid
causes irritation, dermatitis, red skin and also teratogenic effect. Mercury compounds and
Ammoniated mercury causes the allergic, rash, accumulation of toxic mercury, urinary tract
infection and Nephritis. This Study was collected 396 analytical results of cosmetic product
samples from the Provincial Health Offices and the consumers of Samut Songkhram, Samut
Sakhon, Phetchaburi, Prachuap Khiri Khan, Ratchaburi, Kanchanaburi, Nakhon Pathom and
Suphan Buri Province during 2010-2013 to analyze the identification of hydroquinone and
retinoic acid by using thin layer chromatography and mercury compound approach. Under

the chemical test found that 160 of 396 samples (40.4 %) have the prohibited substances
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and the prohibited substances that have found, 92 ammoniated mercury, 21 mercury

compound, 11 clobetasol propionate, 10 hydroquinone and 4 retinoic acid amount (or 57.5,

13.1, 6.9, 6.2, and 2.5 percent respectively), Furthermore, it found hydroquinone combined
with retinoic acid the most, 21 samples (or 13.1 %). In conclusion, the prohibited substance
was still used as an ingredient in cosmetic products, especially almmoniated mercury and
mercury compound, although it was defined as the prohibited substance since 1989, but
currently has still been found if compare with the other types of prohibited substance,
therefore, the agencies involved must have review a better procedure and also having
a severe law enforcement for these kinds of prohibited substance use. For the proceeding
the Regional Medical Sciences Center 5 th Samut Songkhram, the organization has had giving
knowledge about the technology of the test kit to the related agencies to use as an instrument

in making primary surveillance and also having a mobile lab service to analyze the cosmetic

product samples and giving a correct knowledge with the consumer.

Keywords: melasma, prohibited substance, acne, whitening, cosmetic
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Abstract

The study of the effectiveness of using law enforcement drug Act:Drug stores
etrepreneur in Ratchaburi province is analytical research. The research aims to study the
effectiveness of using enforcement laws process of Ratchaburi province Drug Act to the
illegal action of drug stores. The simple group were: drug stores, drugstore especial
Ready-Packaged drug which not dangerous drug or specially controlled drug, and drugstore especial
Ready-Packaged drug for animals by judgmental sampling of 136 items. The instruments was
drug store check record and the data were collected on 2007 and 2009 BE.

The result of research found that on 2007 and 2009 BE. drug stores had a number
131 items and 134 items, respectively. The effectiveness of using enforcement laws process
of Ratchaburi province Drug Act has the effected statistical significance on illegal action of
drugstore (p-value<0.01) before and after using enforcing laws process has illegal action at
40.44 and 12.34, respectively. Criticize form classifying the illegal find that before using
enforcing laws process; the illegal of simples group has three kinds were: less violent, violent,
and high violent. The averages were 29.09, 40.00, and 31.91 of the simple illegal group, respectively.
After using enforcement laws process, the illegal was less violent. In other words, using
enforcement laws process has highest effectiveness in the simple drug stores group, especially,
uncontrolled drugs finds that the illegal had less at 87.74 .Using enforcement laws process
of Ratchaburi Drug Act was effective in abatement illegal action of drugstore,should continue

acting this process and develop the process to others consumer health products.

Keywords: Enforcing laws process, Illegal action
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Abstract

Registered drugs can be marketed in Thailand as long as the license for manufacture
or importation is not expired. Therefore its benefit-risk profile may change overtime.
Implementing drug re-evaluation has been sophisticated involving various issues including
policy, technical, legal as well as a lot of appeals and complaints. This study was aimed at
developing a practical drug re-evaluation model covered re-evaluation of quality, safety and
efficacy aspects for all types of drugs. We performed the gap analysis of Thai situation with
the key success elements for re-evaluation experienced in other countries and the elements
for effective drug regulation proposed by the World Health Organization, and found that
strengthening administrative and technical elements especially legislation, regulation,
guidelines, human resources, accountability and transparency should be focused. The
proposed model focused on technical element. It consisted of the development of policy,
criteria and processes for drug evaluation, participation and communication with public and
stakeholders, pharmacovigilance development, as well as university networking on technical
support and human resources development. At implementation phase, the following
activities must be implemented i.e. the prioritization of the drug list subjected to be
re-evaluated, reclassification of drug registration pathway to biologic drugs, biosimilars,
new drugs and generic drugs, development of evaluation criteria and guidelines suitable for each
reclassified pathway, development of technical guidelines especially for benefit-risk
assessment, public assessment report, and risk management plan to integrate pre-and
post-marketing system leading to regular benefit-risk assessment through drug life cycle.

Process and technical guidelines must be developed within 1-2 years in order to
collaborate with external evaluators to effectively perform the whole re-evaluation system

of all marketed drugs within 10 years.

Keywords: Registration, Drug control, Re-evaluation, Registration Pathway
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Drug life cycle

Review |Approval

Post approval

On going Benefit-risk (BR) assessment / Risk management Plan (RMPs)

Re - examination

Re - evaluation
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ASEAN Common Technical
Documents : ACTD

Core elements

1. Administrative elements
- Policy, legislation,
regulations
- Human resources
- Finance
- Infrastructure
2. Technical elements
- Standards
- Specification
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- Guidelines -
J, - Procedure -
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Process Development of Safe Bamboo Shoot
Packed'in Rectangular Metal Container
Using Bag In Box Technique for Small Scale Industry
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Abstract

As the uses of acidification technique, new container, and boiling bath are mandated
under the Ministerial Notification concerned for the production of acidified bamboo shoot
packed in rectangular metal container, the safety problems due to botulin toxin and heavy
metal have been decreased. Due to limitation in investment fund, some of the small producers
could not comply with such Notification and still produce by using the inappropriate processes.
Therefore, non-acidified bamboo shoot packed in used container with direct flame is still
found in the market. This study aimed to find an alternative and practical process for small
producers by applying the Bag In Box technique in the production of acidified bamboo shoot

in bulk packing. The bag-in-box technique used consisted of (i) inner layer (food contacting
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material): polypropylene plastic bag size 20 x 30 inch and 0.09 mm. thickness, and (ii) outer
layer (for structuring and protecting purposes): reusable rectangular metal container size
24 x 24 x 34 cm with recloseable large cap. The production was performed by boiling the
cut and peeled bamboo shoot in water until cooked. After 9 kg of hot bamboo shoot had

been packed in the container, the same weight of water with 0.65% citric acid at 65-70°C

was added in order to allow the acidified water to completely cover the packed bamboo
shoot. The plastic bag was then heat sealed on a plastic sealing machine that sealing pressure
was automatically controlled. The weighing and sealing processes were performed continuously
on a scale that was connecting with a roller conveyor size 36 x 120 x 50 cm. for convenient
and safety purposes. The processing condition was at > 65°C for > 30 min, which allowed
the product to pass microbiological standards in the Notification of Ministry of Public Health
No.144 / 2535(1992) Food Packed in Sealed Container (except for the drained weight of 50%
instead of 60%). As compared to product from Thai FDA recommended method, the product
was acceptable with no significant difference. The production cost of this technique was
lower than the original Thai FDA recommended method, which should be more  practical

to the small producers.

Keywords: Acidified bamboo shoot, Bag in Box technique
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