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Description Clear colourless or very faintly yellow
liquid; odour, almost odourless or of the antimicrobial

agent,

Expiration date; Warning; Labelling See under Diphthe-
ria Antifoxin, page 1438.

Identification Specifically neutralizes the alpha toxin of
Clostridium perfringens making it harmless to susceptible
animals. The potency test may serve as an identification
test.

Potency Not less than 1500 IU per ml, determined by
the "Biological Assay of Gas-gangrene Antitoxin
{Perfringens)” (Appendix 15.2.3).

Usual dose Prophylactic: intramuscular or infravenous,
10,000 IUL.
Therapeutic: intramuscular or intravenous,
not less than 30,000 JU,

GAS-GANGRENE ANTITOXIN
(SEPTICUM)

Category Passive immumizing agent.

Gas-gangrene Antitoxin (Septicum) is a prepara-
tion containing the specific antitoxic globulins from
immunized animals. It has the power of neutralizing
the alpha toxin formed by Clostridium septicum.

The antitoxin complies with the requirements
stated under Antisera, with the following modifications.

Description Clear, colourless or very faintly yellow
liquid; edour, almost odourless or of the antimicrobial

agent.

Expiration date; Warning; Labelling See under Diphthie-
ria Antitoxin, page 1438,

Identification Specifically neutralizes the alpha toxin of
Clostriduom seplicum making it harmless to susceptible
animals. The polency test may serve as an identification
test.

Potency Not less than 1500 IU per ml, determined by
the "Biological Assay of Gas-gangrene Antitoxin
{Septicum)” (Appendix 15.2.4).

Usual dose Prophylactic: intramuscular or infravenous,
5000 1U.
Therapeutic: inframuscular or infravenous,
not less than 15,000 1U.

TETANUS ANTITOXIN 1439

MIXED GAS-GANGRENE ANTITOXIN
Category Passive immunizing agent.

Mixed Gas-gangrene Antitoxin is prepared by
mixing Gas-gangrene Antitoxin (Oedematiens), Gas-
gangrene Antitoxin {Perfringens}and Gas-gangrene
Antitoxin {Septicum) in appropriatc quantities.

The antitoxin complies with the requirements
stated under Antisera, with the following modifications.

Description Clear, colourless or very faintly yellow
liquid; odour, almost odourless or of the antimicrobial
agent.

Expiration date; Waming; Labelling Sce under Diphthe-
ria Antitoxin, page 1438.

Identification Specifically neutralizes the alpha toxin of
Clostridium oedematiens, Clostridium perfringens and
Clostridivm septicum making it harmless to susceptible
arnimals. The potency test may serve as an identification
test.

Potency Gas-gangrene Antitoxin (Oedemaliens), not
less than 1000 IU per mi; Gas-gangrene Antitoxin
(Perfringens), not less than 1000 JU per ml; Gas-gangrene
Antitoxin (Septicum), not less than 500 IU per ml.
Determine the potency by the biological assay for each
component {Appendices 152.2, 1523 and 15.2.4).

Usualdose  Intravenous or inframuscular:

Prophylactic (I} Therapeutic (IU)
Gas-pangrenc
Anlioxin

(Ocedematiens) nol less than 30,000

10,000

Gas-gangrene
Aniitoxin
(Perringens)

10,000 not less than 30,000

Gas-gangrene
Anlitoxin

(Seplicum) 5,000 not fess than 15,000

TETANUS ANTITOXIN
Category Passive immunizing agent.

Tetanus Anlifoxin is a preparation conlaining
the specific antitoxic globulins from immunized
animals. It has the power of neutralizing the toxin

formed by Clostridium tetani.

The antitoxin complies with the requirem~nts

stated under Antisera, with the following modifications.
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Description Transparent or slightly opalescent, faint
brownish or yellowish or greenish liquid; odour, practic-
ally odourless or of the antimicrobial agent.

Expiration date; Warning; Labelling Scc under Diphthe-
ria Antitoxin, page 1438,

Identification Specifically neutralizes the toxin of
Clostridium fefani making it harmless to susceptible
animals. The potency test may serve as an identification
test.

Potency For prophylactic use, not less than 1000 IU per
m; for therapeutic use, not less than 3000 14 ?er ml,

determined by the "Biological Assay of Tetanus Anti-
toxin" {Appendix 15.2.5).

Usual dose Prophylactic: subcutancous or intramuscular,
not less than 1500 1U.
Therapeutic: intramuscular or intravenous,
not less than 10,000 1U.

RABIES ANTISERUM

Category Passive imimunizing agent.

Rabies Antiserum is a preparation containing the
specific antiviral globulins from immunized animals.
It has the power of neutralizing rabies virus.

The antiserum complies with the requirements
stated under Antisera, with the following modifications.

Description Transparent or slightly opalescent faint
brownish, yellowish or greenish liquid; odour, practic-
ally odourless or of the antimicrobial agent.

Expiration date; Warning; Labelling Sce under Diphthe-
ria Anfitoxin, page 1438.

Identification Specifically neutralizes the rabies virus
making it harmless to susceptible animals. The polency
test may serve as an identification test.

Potency Not less than B0 U per ml, determined by the
"Biological Assay of Rabies Antiserum” (Appendix
15.2.6).

Usual dose Rabies Antiserum should be given as soon
as possible after exposure, preferably within 24 hours.
An intramuscular injection of 40 IU of rabies anliserum
per kg of bod y-weight is given. If possible, part of the
dose should be infiltrated around the wound, the
remainder being injected intramuscularly. Active
immunization should be started immediately after rabies

antiserum has been given.

TP

BANDED KRAIT ANTIVENIN
Category I’assive immunizing agent.

Banded Krait Antivenin is a preparation containing
the specific antitoxic globulins from immunized
animals. It has the power of neutralizing the banded
krait (Bungarus fasciatus Schneider) venom.

The antivenin complies with the requirements stated
under Antisera, with the following modifications.

DDescription Colourless or slightly yellowish brown
transparent iquid. Dried antivenin consists of solid
exhibiting the characteristic striscture of a freeze-dried
solid, light cream in colour.

Expiration date; Waming; Labelling See under Cobra
Antivenin, page 1440.

Identification Spedifically neutralizes the banded krait
venom, rendering it harmless to susceptible animals.
The potency test may serve as an identification test.

Potency Contains, in each ml, sufficient antitoxic
globulins to neutralize the amount of the banded krait
venom stated on the label when determined by the
"Biological Assay of Cobra Antivenin® (Appendix 15.2.7);
use the banded krait test venom for determining its
capacity to neutralize the lethal effect.

Usual dose Fuid or freeze-dried Banded Krait Anti-
venin (after reconstitution by accompanying diluent)
should be injected intravenously or along with normal
saline as soon as possible. Doses of 10 to 20 mf are
sufficient for a mild case of snakebite poisoning. Larger
doses are required for moderate and severe cases as
indicated by the severity of the symptoms. During the
observation period, subsequent doses are lo be given if
symptoms persist.

COBRA ANTIVENIN

Naja Antivenin
Category PPassive immunizing agent.

Cobra Antivenin is a preparation containing the
specific antitoxic globulins from immunized animals.
It has the power of neutraliz’ng the cobra (Naja naja

kaowuthia Lesson) venom.

The antivenin, reconstituted if necessary as stated on
the label, complies with the requirements stated under

Antisera, with the following modifications.

Description Colourless or slightly yellowish brown
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transparent liquid. Dried antivenin consists of solid
exhibiting the characteristic structure of a freeze-dried
solid, light cream in colour.

Expiration date When stored under the prescribed
conditions, the expiration date is not later than 3 years
for liquid products with an excess of 5 to 10 per cent of
antibody and is not later than 5 years with an excess of
20 per cent.

With dried products expiration dates have been
allowed of up to 5 years with an excess of 10 per cent
antibody.

Warning Reactions to Cobra Antivenin are unfortu-
nately common and often severe. In sensitized persons
the administration of a heterologous serum may trigger
an anaphylactic reaction. Therefore, it is recommended
to take a precise anamnesis and to perform an intra-
dermal test in every case (eventually to begin with a high
serum dilution). Before the application of a heterologous
serum all the preparations for the treatment of cardio-
vascular and respiratory complications which may
accompany such anaphylactic reactions have to be made.
A few days after the injection of a heterologous serum,
serum sickness may also oceur.

Labelling Complies with the "General Information for
Biological Products”, page 1416. In addition the Jabel on
the container states (1) the number in mg of reference
cobra venom neutralized by a specified quantity of the
antivenin; {2) the recommended human dose; (3) the
major precautions to be employed in administering
animal serum; (4) the animal source of the preparation;
(5) the nature and volume of the solvent to be used for
recon-stitution; (6) the nature of the preparation, e.g.,
natural serum or purified immunoglobulin or treated
immunoglobulin and, if purified or treated, the nature
of the process.

Identification Specifically neutralizes the cobra venom,
rendering it harmless to susceptible animals. The
potency test may serve as an identification test.

Potency Contains, in each ml, sufficient antitoxic
globulins to neutralize the amount of the cobra venom
stated on the label when determined by the "Biological
Assay of Cobra Antivenin" (Appendix 15.2.7).

Usual dose Cobra Antivenin should be injected intra-
vencusly or along with normal saline as soon as possible.
Doses of 10 to 20 ml are sufficient for a mild case of
snakebite poisoning. Larger doses are required for
moderate and scvere cases as indicated by severity of the
symptom. During the observation period, subsequent

KING COBRA ANTIVENIN 1441

doses are to be given if symptoms persist.

GREEN PIT VIPER ANTIVENIN

Category Passive immunizing agent.

Greent Pit Viper Antivenin is a preparation con-
tzining the specific antitoxic globulins from immun-
ized animals. it has the power of neutralizing the
green pit viper (Trimeresurus albolabris Gray, T.
erythrurus Cantor, T. popeorim M. Smith, or other
species of Trimeresurus) venom.

The antivenin, reconstituted if necessary as stated on
the label, complies with the requirements stated under
Antisera, with the following mod_iﬁcations.

Description Colourless or slightly yellowish brown
transparent liquid. Dried antivenin consists of solid
exhibiting the characteristic structure of a freeze-dried
solid, light cream in colour.

Expiration date; Warning: Labelling See under Cobra
Antivenin, page 1440. '

Identification Specifically neutralizes the green pit viper
venom,rendering it harmiess to susceptible animals. The
potency test may serve as an identification test.

Potency Contains, in each ml, sufficient antitoxic
globulins to neutralize the amount of the green pit viper
venom stated on the label when determined by the
"Biological Assay of Cobra Antivenin” (Appendix 15.2.7);
use the green pit viper test venom for determining its
capadcity to neutralize the lethal effect.

Usual dose Green Pit Viper Antivenin should be injected
intravenously or along with normal saline as soon as
possible. Doses of 10 to 20 ml are sufficient for a mild
case of snakebite poisoning. Larger doses are required
for moderate and severe cases as indicated by the
severity of the symptoms. During the observation
period, subsequent doses are to be given if symptoms
persist.

KING COBRA ANTIVENIN
Category Passive immunizing agent.

King Cobra Antivenin is a preparation containing
the specific antitoxic globulins from immunized
animals. It has the power of neutralizing the king
cobra (Ophiophagus hannah Cantor} venom.



1442 MALAYAN PIT VEPER ANTIVENIN

The antivenin, reconstituled if necessary as stated on
the label, complies with the requirements stated under
Antisera, with the following modifications.

Description Colourless or slightly yellowish brown
transparent liquid. Dried antivenin consists of solid
exhibiting the characteristic structure of a freeze-dried -
solid; light cream in colour.

Expiration date; Warning; Labelling See under Cobra
Antivenin, page 1440.

Identification Specifically neutralizes the king cobra
venom, rendering it harmless to susceptible animals.
The potency test may serve as an identification fest.

Potency Contains, in each ml, sufficient anfitoxic
globulins to neutralize the amount of the king cobra
venom stated on the label when determined by the
"Biological Assay of Cobra Antivenin”™ (Appendix 15.2.7);
use the king cobra test venom for determining its
capacity to neutralize the lethal effect.

Usual dose Fuid or freeze-dried King Cobra Antivenin
(after reconstitution by accompanying diluent) should be
injected intravenously or along with normal saline as
soon as possible. Doses of 10 to 20 m! are sufficient for a
mild case of snakebite poisoning. Larger doses are
required for moderate and severe cases as indicated by
the severity of the symptoms. During the observation
period, subsequent doses are to be given if symptoms

persist.

MALAYAN PIT VIPER ANTIVENIN

Category Passive immunizing agent.

Malayan Pit Viper Antivenin is a preparation
.conlaining, the specific antitoxic globulins from immu-
nized animals. It has the power of neutralizing the
Malayan pit viper (Agkisfrodon rhodostoma Boie)
venom.

The antivenin, reconstituted if necessary as stated on
the label, complies with the requirements stated under
Antisera, with the following modifications.

Description Colourless or slightly yellowish brown
transparent liquid. Dried antivenin consists of solid
exhibiting the characteristic structure of a freeze-dried
solid; light cream in colour.

Expiration date; Warning; Labelling See under Cobra
Antivenin, page 1440.

Identification Specifically neutralizes the Malayan pit

TP

viper venoin, rendering it harmless to susceptible

animals. The potency test may serve as an identification
test.

Potency Contains, in each ml, sufficient antitoxic
globulins to neutralize the amount of the Malayan pit
viper venom stated on the label when determined by the
"Biological Assay of Cobra Antivenin” {Appendix 15.2.7);
use the Malayan pit viper test venom for determining its
capacity to neutralize the lethal effect.

Usual dose Malayan Pit Viper Antivenin should be
injected intraveneously or along with normal saline as
soon as possible. Doses of 10 to 20 m! are suffiGent for a
mild case of snakebite poisoning. Larger doses are
required for moderate and severe cases as indicated by
the severity of the symptoms. During the observation
penod, subsequent doses are to be given if symptoms
persist.

RUSSELL'S VIPER ANTIVENIN
(Vipera russelli)

Category Passive immunizing agent.

Russell's Viper Antivenin is a preparation con-
faining the specific anfitoxic globulins from immun-
ized animals. It has the power of neutralizing the
Russell's viper (Vipera russelli siamensis M. Smith)
venom.

The antivenin, reconstituted if necessary as stated on
the label, complies with the requirements stated under
Antisera, with the following modifications.

Description Colourless or slightly yellowish brown
transparent liquid. Dried antivenin consists of solid
exhibiting the characteristic structure of a freeze-dried
solid; light cream in colour.

Expiration date; Warning; Labelling See under Cobra
Antivenin, page 1440.

Identification Specifically neutralizes the Russell's viper
venom, rendering it harmless to susceptible animals.
The potency test may serve as an identification test.

Potency Contains, in each ml, sufficient antitoxic
globulins to neutralize the amount of the Russell's viper
venom stated on the label when determined by the
"Biological Assay of Cobra Antivenin” (Appendix 15.2.7);
use the Russell's viper test venom for determining its
capacity to neutralize the lethal effect.
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The biological products referred to in this book are products of biological origin
whose potency and safety cannot be evaluated by chemical or physical tests alone. The
testing of such products for potency and safety is therefore carried out by biclogical
procedures requiring specialized knowledge and competence. These products may be of
microbial origin or of animal or human origin. | The biological products are distributed
under aseptic conditions in sterile containers that are inert towards the contents and
sealed so as to exclude contamination. Moreover special care must be taken to the
handling and storage of these products. Due to the above reasons, the biological products
have been separately grouped.

Subjected to other pertinent lJaws and ministerial regulations and notifications
promulgated by Thai Minister of Public Health, the vartous standards of articles set up in
this book, together with their requirements, are legally recognized by the Royal Thai
Government. The Ministry of Public Health is responsible for approval of all biological
products produced in Thailand.

(lassification of Biological Products : Biological Products to be included in this book,
are classified as follows:

® Vaccine
® Toxoid
® Antitoxin
® Snake antivenin
®

Blood products

Containers : The containers, for example, ampoulcs, vials, bottles and syringes are the
device that hold the substances. The closure of the container, including the stopper, the
cap, the attached dropper, etc., is considered as a part of the container. Unless elsewhere
specified, glass containers of Type I are used for each product and for reconstituting
solution conforming to the specification given in Appendix II TP Vol 1 Part 1. The
containers should be colourless and translucent glass. They shall be sterilized and sealed

by means of suitable closures so that the contamination of the contents is prevented.
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They must, likewise, not interact physically or chemically with the substances which they
hold so as to alter the latter quality, purity or therapeutic potency. The specification for
containers should be approved by Ministry of Public Health.

Stability: The stability of biological products should be demonstrated to the satisfactory
of the Ministry of Public Health. At least 3 consecutive batches of final bulk shall be
treated to prove stability during storage.

Release and Certificate: Each lot of biological products should be released only if it
fulfills requirements of each monograph. The statement must be signed by National
Control Laboratory for Biological Products, Ministry of Public Health.

Contents of the Monographs: Each monograph usually specified the product according
to the order given below:
1. Description
2. Production control
@ Control of source material
® Control of final bulk
3. Control test on final product
4. Labelling
5. Storage and expiry date

Weights and Measure: Units for length, area, volume, weight, etc. are expressed by the
following abbreviations: centimeter, cm; millimeter, mm; micrometer, {m; nanometer,nm;
square centimeter, cm’; milliliter, ml; microliter, ul; kilogram, kg; gram, g; milligram,
mg, microgram, pg, nanogram, ng, picogram, pg; mercuriPal column in millimeter,

mmHg (pressure); and centrifugal gravity, G.

Labelling: The label on the container shall show at least:
i. the name of the product;
2. the name and the address of the manufacturer;
3. the number of final lot;

4. the pature and amount of any substance used in the preparation of the
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biological product likely to give rise to an adverse reaction in some reagents;

5. the recommended human dose and route of administration;

6. the condition of storage and expiry date; |

7. the nature and amount of any preservative or added substance present in the
product;

8. the source of the bulk material if it was not prepared by the producer of the
final biological product;

9. any contraindications to the use of the product;

All finished products shall be clearly identified by labels. The area of the
container should be left uncovered to allow inspection of the contents. If the final
container is not suitable for labelling, it should be in a labelied package.

000000000000000
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£he Government Pharmaceutical Organization (GPQ) is a state enlerprise under
the Ministry of Public Health, engaged in manufacturing an extensive range of
pharmaceutical products.

gery vear, over 300 different items are formulated in various dosage forms o
serve the need of the Public Health Services.

LiSTORY

ﬁ’m was established in 1966 by the merging of the Goverunent
Pharmaceutical Laboratories (founded in 1941), a mandacturer, with the Division of
Medical Depot (founded in 1901 ), distributor.

Zhroughout these vears, GPO has been continuing development in all areas:
personnel training, new technology implemnentation, manu{aduﬁng and quality conirol.
Consequently, GPO has been the leader in pharmaceutical industry and gained national
recognition with high quality since its foundation.

CPLO 'S FUMCTICHS

GLCT'E main functions are as follows :

1. To produce medicinal products

2. To survey the indigenous raw materials and to investigate the possibility of
developing bulk drug production utilizing local resources for the country's
self-reliance

3. To supply good quality drugs at reasonable prices

4. To reserve stock to prevent shortage in case of emergencies or disasters

el gduty is not only to serve the government’s and country’s health policies
through being the unit which supply high quality pharmaceuticals, but also to provide the

government with retums regularly.

FOREIGN RELATIONS SECTION. ADMINISTRATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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CLT 'S MISSIOM

&r mission is to fulfill customers’ need with consistently high quality products at a
favourable cost, and to support the National Health's policies.

CLPO'S POLICILS

1. To support and provide household remedies in Primary Health Care

To provide essential medicines for public health services

To reserve stock in case of emergency shortage

To maintain price mechanism

To support and promote the production standard including quality confrol
To conduct and promote research and development in this field

To serve the government’s and the Ministry of Public Health’s policies

O N S A N,

To encourage production of medicinal products from local herbal raw materials

THE ETH HATIOKAL ECOHOMIC & SOCIAL
BEVELOPRENT PLAK (FO97-2005)

Fhe courttry’s development for the 4 years is shaped under the 8th National
Economic & Social Development Plan (1997-2001). The ultimate goal of the plan is to
deal effectively with the challenges of social change.

Flie main objectives are as follows:

1. To foster and develop the potential of all Thais, in terms of health, physical
well-being, intellect, vocation skills and ability to adapt to changing social and
economic conditions

2. To develop a stable society, strengthen family and community, support human
development, improve quality of life and promote increasing community

participation in national development

FOREIGN RELATIONS SECTION, ADMINISTRATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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3. To promote stable and sustainable economic growth, and to empower the
people to play a greater role in the development process and receive a fair
share of the benefits of growth

4. To utilize, preserve and rehabilitate the environment and natural resources in-

such a way that they can play a major role in economic and social developrment
and contribute to better qualily of life for the Thai people

5. To reform the system of public administration so as to allow greater
participation of non-governmental organizations, the private sector,

communities and the general public in the process of national development

&nistty of Public Health is one of the five major ministries in charge of increasing
the quality of lives of Thai people. GPO recognizes the importance of “Health for All”.
So we have campaigned for the above-mentioned purpose by not only producing primary
medicines, conducting research and development but also taking part in joint venture with
foreign pharmaceutical companies for the main purpose of up-to~standard medicines with
a reasonable price. Beszd;zs, the intemational standardization is also the foremost standard

we have implemented in order to increase our efficiency for the sake of Thais.

PROBYCTICHN

Zhere are, now, four major areas being concentrated on and several others that are

within the capability of GPO. Those four primary ones are as follows:

5, BISLOGICRLS

18 items of vaccines, toxoids and sera are produced: cholera vaccine, rabies

vaccine, tetanus foxoid, pertussis vaccine, DTP vaccine anfivenins, JIZ vaccine and etc.

L, HHOYSEHOLD REMEDIES
23 items are produced, pharmacologically categorized as antacids, laxatives,

purgatives, anthelmintics, antimalarials, analgesic—antipyretics, vitamins and etc.
F, PHARMACLEUTICRLS

228 items are produced in various dosage forms such as injections, tablets,

mixtures, ointments and elc.

FOREIGN RELATIONS SECTION, ADMINISTRATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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&, CHEMICRLES
6 items of chemicals are produced for pharmaceutical and medicinal usage.

Some ifems such as Sodium Chloride BP, Sodium Chloride USP, Aluminium Hydroxide
Compressed Gel, etc., have been produced from local raw materials.

HAZBRETING SITCATION

e of the GPO’s objectives is to maintain price mechanism of drugs in the market
and keep control of cost while retaining high level of product quality. To swvive in price
competitive environment as well as to maintain this objective, GPO must have dynamic
suitable marketing strategy to get enough revenue for self-support after paying refumns to

the government.

PRIKCIPAL ROLES

F. PROMOTION
~  Advertising through various media, e.g., radio, television, billboard,
printed material
-~ Sales prornotion
— Personal selling

- Publicity, e.g., exhibition, seminar, workshop, symposium

L. SALES ROMINISTRATION

— Sales correspondence
— Credit control

- Invoicing

7, SEIVERY
— Delivery to more than 10,000 customers

€, RETRIL SALES
~- With 6 refail drugstores airmning to covering most of Bangkok and adjoining

areas

FOREIGN RELATIONS SECTION, ADMINISERATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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&, RECIONAL OLPOT

To provide delivery service and to reduce cost in delivery, GPO has set up 3
regional depots in Udonthani, Chiengmai and Songkhla provinces which are

in northeastern, northern and southem region respectively

CUALITY CONTRCL

4 is part of Good Manufacturing Practice (GMP) which is concerned with sampling,
specification and festing, and with the organization, documentation and release procedures
which ensure that the necessary and relevant tests are, in fact, carried out and that materials
are not released for use, nor products released for sale or supply, until their qualities have
been approved.

r principal duties of the quality controller are clear, as follows:

1. Approval of spécifications for raw materials and pharmaceuticals
Approval of specifications for packaging materials and completed packs
Provision of analytical methods

Performance of all tests or securing their performance

Release of reject all batches

Evaluation of quality and stability of finished products

Examination of retumed products, e.g., on complaints

® N S e A W N

Haboration of methods of analysis

PV SICHL DISTRIBUTION

Bstribution of products to more than 10,000 customers with a sales volume of
3,757.48 million baht is a heaw task. Although we can reduce the distribution lead time
to half of those in the recent year, it is still longer than those performed by private firms.

FOREIGN RELATIONS SECTION, ADMINISTRATIVE DIVISION,
OFFCE OF THE MANAGING DIRECTOR
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BICBVALLABILTY

&GP provides fund for research project dealing with the assessment of efficacy of
drugs in vivo by studying the bicavailability and pharmacokinetics of our own drugs
comparing with drugs produced from both local and international manufacturers. The

objectives are as follows !

1. To approve and guarantee the quality of medicines produced by GPO

2. The result can be used as information to adjust the correct dosage for Thai
people to reduce toxic of side effect from the drugs

Fhe finished bicavailability products are as follows:

1. Diazepam Tablet 10. Praziquantel Tablet

2. Didanosine Tablet 11. Propranclol Tablet

3. Digoxin Tablet 12. Theophylline Tablet

4. Glibenclamide Tablet 13. Zidovudine Capsule

5. Hydrochlorothiazide Tablet 14. Ketoconazole Tablet

6. Methyldopa Tablet 15. Fluconazole Capsule

7. Naproxen Tablet 16. Stavudine Capsule

8. Paracetamof Tablet 17. Didanosine bulfered powder
9. Phenytoin Capsule

RESERBEH ANEG BEVELOPHERT

&he Research and Development Institute has been set up in 1992 aiming at
serving research and development work according to 7th GPO Development Plan which
had allocated 185 million baht for establishing the Institute.

Flie main subjects relating to research and development which are targeted are as

follows:
1. To find out and develop herbal medicine from local herbs

2. To conduct researchs to develop and/or improve new formulas for

pharmaceuticals especially according to the National Drug List

FOREIGN RELATIONS SECTION. ADMINISTRATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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3. To research new biotechnology techniques to be used to produce biologicals,

chemicals, phannaceuticals, or reagents

&escarch and development work wifl be performed by GPO staff itself and

incorporated with other research institutes both in Thailand and from other countries.

COOL MANYFACTURING PRACEICE [CiLf

ﬁealizﬁ'ng the mmportance of standard quality, GPO has conducted the Good
Manufacturing Practice (GMP) seriously since 1985 by spending more than 65 million
baht to reconstruct manufacturing facilities according to GMP standard and has received
GMP certificate reqularly from the Food and Drug Administration, Ministry of Public Health,
from the beginning.

ELEF also follows up its own products distributed to the market by sampling 200
samples annually at random to serve the Post Marketing Quality Control Project since
1989.

Fie result proves that our products in the market is up to standard throughout it’s
life time.

T be able to compete smartly in the word market, not only developed a quality
systern on a par with international standards buf also commiited to protecling the
environment, GPO has been awarded ISO 9002 for Sterile Products (Injections),
Compressed Tablets, Hard Shell Capsules and Oral Powders since 28th February 1997
and achieved ISO 14001 certification on 28th July 2000 from Bureau Veritas Quality
International Co. (BVQI). ‘

FOREIGN RELATIONS SECTION, ADMINISTRATIVE DIVISION,
OFFICE OF THE MANAGING DIRECTOR
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