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Abstract

Thailand Research Fund, (TRF) granted academic institutions namely the Faculty of Allied Health

Sciences, Institute of Health Research, Chulalongkorn University and the Faculty of Medical Technology,

Mahidol University to work cooperatively with the Medical Device Control Division, the Office of Food and

Drug Administration (FDA) and the Information Technology section, Department of Customs to develop a

database and set up a system for monitoring imported diagnostic reagents. The study plan covered analysis of

retrospective annual imported statistics with an aim to design basic structures that can accommodate all products

and suitable to propose new statistic codes in the harmonized system to be used by the Department of Customs in

the future.

As it appeared that the existing Harmonized System provides only 5 statistic codes for all types of

diagnostic reagents and over 80% of imported values in the last three years (2000-2002) were the products

declared with the code 3822.00 0 002: reagents for diagnostic and laboratory use, only the information from the

above code was therefore analyzed in the retrospective imported statistics during 1995-2002. The imported value

was 348.8 million baht in 1995 and increased 4.4 folds to 1,544.4 million baht in 2002. There were 654 importers

(86.2 %) in business section but only 7.6 % of them imported products every year. Each year less than 10 % of

them declared more than 10 million baht imported value. Another aspect was the vast number (26-46) of the

countries of origin shown in the retrospective records. The highest quantity imported, judging from the number of

entry forms, were from the United States followed by Republic of Germany, United Kingdom, France and Japan

respectively. The figure from the five countries covered more than 75 % of the total figure imported.

Preparation for a list of products and commodity codes was concluded from the comparative

investigation of four systems shown in the Global Medical Device Nomenclature Project (GMDN Project) and it

was agreed that only European Diagnostic Manufactures Association (EDMA) nomenclature systems for medical

device classification should be based upon to design a basic structure system comprising 3 groups of products

namely, Immuno-Reagents, Blood Grouping and Diagnostic reagents. A total number of 286 products, selected

from products imported in the past and those likely to be imported, were arranged into the three groups. Three

headings and sub-headings of the harmonized system were applied to products in each group with one statistic

code given to each item. It appeared that the 286 statistic codes covered 98.3% of the 1,217 items of products

imported by 14 major distributors. The codes also accommodate the products likely to be imported in the future.

Detail descriptions both in English and Thai of the commodity codes were prepared for the FDA to be proposed to

the Department of Customs for future implementation.

Another outcome from the cooperative effort was that the Medical Device Control Division has prepared

a specific form to be attached with import declaring documents. Details of all products will be required and put

into the attachment. A “15 digit” model, being used to monitor hazardous materials will be systematically given to

each product together with a commodity code from the harmonized system. The newly designed document will

enable the Department of Customs to verify the information declared by the importers with the actual products

intend to import and eventually can present the true statistics to the reporting system.
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Executive Summary

Thailand Research Fund, (TRF) granted academic institutions namely the Faculty of Allied Health

Sciences, Institute of Health Research, Chulalongkorn University and the Faculty of Medical Technology,

Mahidol University to work cooperatively with the Medical Device Control Division, the Office of Food and

Drug Administration (FDA) and the Information Technology section, Department of Customs to develop a

database and set up a system for monitoring imported diagnostic reagents. The study plan covered analysis of

retrospective annual imported statistic with an aim to design basic structures that can accommodate all products

and suitable to propose new statistic codes in the harmonized system to be use by the Department of Customs in

the future.

The rational behind the study was that the in vitro diagnostic reagents is classified into general medical

device type I under the Medical Device Act B.E.2531 which require only Certificate of Free Sales from

production country to get a supporting document for import clearance. In addition, there is no existing system for

recording the nature of the product specifications shown together with the application form to get import

declaring document from the Department of Medical Device. Apart form that, the number of commodity codes in

the harmonized system currently used for imported declaration are very few and too non-specific to obtain useful

imported statistic for country planning in any aspects. It is expected that the system designed will comprise

criteria to identify and differentiate the various products with specific statistic codes in the Harmonized system to

be used for monitoring the quantities of imported diagnostic reagents. The outcome should be able to reflect the

nature of the products imported and used in the country and finally can be based for health service planing and

indicate direction for production of diagnostic kits in the future.

Eight years retrospective imported statistics during 1995 - 2002  were analysed and it appeared that more

than 80% were products declared with the commodity code 3822.00 0 002 : reagents for diagnostic and laboratory

use. The imported value in that particular code was 348.8 million baht in 1995 and increased 4.4 folds to 1,544.4

million baht in 2002. There were 654 importers (86.2 %) in business section but only 7.6 % of them imported

products every year. Each year less than 10 % of them declared more than 10 million baht imported value.

Another aspect was the vast number (26-46) of the countries of origin shown in the retrospective records. The

highest quantity imported, judging from the number of entry forms, were from the United States followed by

Republic of Germany, United Kingdom, France and Japan respectively. The figure from the five countries

covered more than 75 % of the total quantity imported.

Preparation for a list of products and commodity codes was concluded from the comparative

investigation of four systems shown in the Global Medical Device Nomenclature Project (GMDN Project) and it

was agreed that only European Diagnostic Manufactures Association (EDMA) nomenclature systems for medical

device classification should be based upon to design a basic structure system comprising 3 groups of products

namely, Immuno-Reagents, Blood Grouping and Diagnostic reagents. A total number of 286 products, selected
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from products imported in the past and those likely to be imported, were arranged into the three groups. Three

headings and sub-headings of the harmonized system were applied to products in each group with one statistic

code given to each item. It appeared that the 286 statistic codes covered 98.3% of the 1,217 items of products

imported by 14 major distributors. The codes also accommodate the products likely to be imported in the future.

Detail descriptions both in English and Thai of the commodity codes were prepared ready to be proposed to the

Department of Customs for future implementation.

Another outcome from the cooperative effort was that the Medical Device Control Division has prepared

a specific form to be attached with import declaring documents. Details of all products will be required and put

into the attachment. A “15 digit” model, being used to monitor hazardous materials will be systematically given to

each product together with a commodity code from the harmonized system. The newly designed document will

enable the Department of Customs to verify the information declared by the importers with the actual products

intend to import and eventually can present the true statistics to the reporting system.

It is pertinent to mention here that although this work has adopted the concept from the development of

monitoring system for hazardous materials which being use success fully, there are more steps to move for the

actual implementation of the output. Firstly the list of the 286 products with statistic codes have to be added into

the Harmonized System. What needed in this part is the cooperation between the FDA and the Department of

Customs to work out the clear practical procedure for both parties.

Another important part, the procedure to issue the import declaring document. This part needs not only

the internal cooperation between the Medical Device Control Division and the Information Technology Section of

the FDA, much effort is also needed to get understanding and cooperation from the importers.

It is worth mentioning that although an operational research of this type can produce an impressive

model to start with, an ambition to extend the model into routine practice need more than classical research

methodology to get it through.
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51.7 11 46.1 12 32 12

3002.10 9 004 �>+� � 143.2 9 232.4 7 239.6 7

3006.20 0 006 �*������$�*+,%�,�

�����
��1���>�� 14.1 14 18.6 15 18.2 14

3006.30 0 104 �*������$�*+,%�,�

������L�	��� �*+��
�

�������*	$ -  - - -  

3822.00 0 002 �*������$�*+�*���4�������)�>��*������$2�����1��������*���4�

������)�>�0�1
:�
� ��
)���,%�,�

������L�	)�>�,%��
�

)���2<�����

���
�

�*+����0���
�2���!��*+ 30.02 )�>�

30.06 ���4���
�����*+����������

1,042.9 3 1,391.3 2 1,544.4 2

9018.11 0 001 ���>+������/
��>+�)��,�0���
 50.9 12 24.9 14 16.4 15

9018.12 0 000 ���>+��
�
��������	�����
�-��
 6.5 15 74.2 11 88.9 10

9018.13 0 000 ���>+������������	����	,%�'����
��

��
���1�)�:
 0.1 17 41.7 13 31.3 13

9018.14 0 000 ���>+��-����
�
��
 0.5 16 - - -  

9018.19 0 009 �>+� � 1,402.5 2 1,051.9 3 955.7 3

9018.20 0 002 ���>+������*�����
0������)�>�����
��� 35.2 13 14.2 16 4.6 16

9018.31 0 005 )���L*�	
 �*)�>�0�1�*��:�L*�	
 143.4 8 228.2 8 198.4 9

9018.32 0 006 ��:�L*�	
��
���	��)� �����:���
)����	:���� 227.8 7 262.7 6 233.1 8

9018.39 0 002 �>+� � 416.3 4 496.8 4 509.0 4

9018.41 0 007 ���>+��
����� ������	�1���
���*	�
��
�����>+����2
�"$

�
�����
����>+� � )�>�0�1
:�
�

96.0 10 84.3 10 62.5 11

9018.49 0 004 �>+� � 352.6 5 386.1 5 418.9 5

9018.50 0 008 ��2
�"$������>+��,%��>+� � �
*+	�
����	�$�
 324.2 6 210.0 9 301.8 6

9018.90 0 005 ��2
�"$������>+��,%��>+� � 2,323.7 1 2,179.1 1 2,452.9 1

        ��� 6,631.6 6,742.5 7,107.7
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2538 2539 2540 2541 2542 2543 2544 2545
���**

��������� 138 165 176 189 227 247 274 349 654

�����A����
 1 1 1 1 1 1 3 2 5

�"������ 1 1 1 1 1 1 - 2 4

����*)��
�*+�1
	����0�� - - 1 1 2 4 7 8 13
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� 13 7 10 10 14 18 17 37 82
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6 25 3.8 14.9
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4 52 8.0 27.9

3 57 8.7 36.6

2 96 14.7 51.3

1 318 48.6 99.9
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2538 96 29 13 138

2539 122 27 16 165

2540 120 39 17 176

2541 133 39 17 189

2542 155 54 19 227

2543 172 56 19 247

2544 179 69 26 274

2545 253 66 30 349
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25 '.6. / ��
���,���2����6

���
�
���� 2538 2539 2540 2541 2542 2543 2544 2545
United States 1,150 1,358 1,466 1,374 1,799 2,173 2,752 2,600

Germany 294 364 407 392 437 524 614 772

United Kingdom 210 204 227 201 239 288 343 401

France 111 141 136 135 164 173 173 172

Japan 115 107 106 103 145 164 160 229

Switzerland 70 66 70 73 90 91 101 109

Netherlands 67 71 62 63 90 87 109 158

Australia 55 54 68 73 69 66 48 80

Italy 48 75 54 33 51 79 74 55

Singapore 45 23 18 27 53 62 137 120

Belgium 25 11 10 12 18 29 44 45

Sweden 20 21 21 24 41 57 95 81

Taiwan Province of China 19 14 14 20 15 34 45 49

Finland 18 18 18 24 22 13 35 30

Spain 16 17 28 25 39 61 63 71

Hong Kong 14 25 23 27 27 29 28 32

Denmark 14 9 11 19 27 30 39 45

Ireland 10 9 7 16 9 5 10 31

Norway 7 2 4 4 3 5 24 21

Israel 5 5 15 4 9 18 19 21

Canada 5 8 12 6 4 6 21 44

India 6 12 15 22 17 19 25

China 3 7 4 6 16 21 54 65

Morocco 1 4 2 - - - - -

Georgia 1 1 - - - - - -

Iran (Islamic Republic of) 1 - - - 2 3 - 4

Korea, Republic of - 5 12 9 15 15 27 23
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(5 '.). / 	�����*���(����)

��������	
 2538 2539 2540 2541 2542 2543 2544 2545

Austria - 3 10 6 15 20 10 1

Indonesia - 3 5 12 - 2 4 5

Malaysia - 1 7 8 5 8 9 14

Puerto Rico - 1 2 - - - - -

Czech republic - 1 1 - - 1 - -

Iceland - - 1 2 2 1 - -

Turkey - - 1 - - 2 1 3

Saudi Arabia - - 1 - - - - -

Bulgaria - - - 3 - - - 1

South Africa - - - 1 7 13 13 15

Argentina - - - 1 - - - -

Hungary - - - - 4 2 4 4

Brazil - - - - 3 6 - -

Poland - - - - 2 1 1 -

Dominica - - - - 1 - 1 -

Philippines - - - - 1 - - 2

Ecuador - - - - 1 - - -

Slovakia - - - - 1 - - -

Portugal - - - - - 3 1 3

Lithuania - - - - - 2 1

Kenya - - - - - 1 1 1

Ukraine - - - - - 1 - 1

Bahamas - - - - - 1 - -

Bolivia - - - - - 1 - -

Uzbekistan - - - - - 1 - -

Turkmenistan - - - - - 1 - -

Thailand - - - - - 1 - -

Russian Fedaration - - - - - 1 - -

Egypt - - - - - 1 - -

Belize - - - - - - 1 -

New Zealand - - - - - - 1 -

Yugoslavia - - - - - - 1 -

New Caledonia - - - - - - 1 -

Dominican Republic - - - - - - - 1

Uganda - - - - - - - 1

Swaziland - - - - - - - 1

United Arab Emirates - - - - - - - 1

Viet Nam - - - - - - - 1

Lao People’s Democratic Republic - - - - - - - 1

���	�����(����)���
������ / (5 26 30 33 31 36 46 39 42

���	�����*��� / (5 2,330 2,628 2,835 2,718 3,448 4,112 5,067 5,329
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(5 '.). / 	�����*���(����)

���
������ 2538 2539 2540 2541 2542 2543 2544 2545

United States 1,150 1,358 1,466 1,374 1,799 2,173 2,752 2,600

Germany 294 364 407 392 437 524 614 772

United Kingdom 210 204 227 201 239 288 343 401

France 111 141 136 135 164 173 173 172

Japan 115 107 106 103 145 164 160 229

��� 1,180 2,174 2,342 2,205 2,784 3,322 4,042 3,824

	�����*�������%
(����) 2,330 2,628 2,835 2,718 3,448 4,112 5,067 5,329
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������ 42 (����) ��/�G(����)������ 41 (����) ������GJ 8

����	�����(����)���������(����)���
�������GJ�G	�����*�������%� 10 ����
���


�������� 8   	�����(����)������ ���(����)���
�������GJ�G	�����*�����
�GJ�%� 10 ����
���
���(5 '.). 2545

('�

��+
��,��� 3822.00 0 002)

����
��GJ (����)���
������ 	�����*��� 	�����(����)������

1 �+�
������
� 2,388 19

2 �����
��G 704 10

3 �+��$��!�	

� 368 9

4 \�
J��)� 152 7

5 ]GJ(%^� 212 7

6 �����(�# 108 1

7 ���{��#����# 145 3

8 �����[��#����# 101 4

9 ��G��� 71 6

10 �����G 46 1
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	�
������GJ 8 	��+O��/�	�
(����)���
�������GJ�G
�������������%��W�(����)�+�
�

�����
�	��G(����)������	����� 19 (����)  �������G�����(����)�������
�
�/��  �(�G����G��

�(5 '.).

2543  ���  2544   ����@��*�������GJ 9

�������� 9   ���$WJ�(����)������*�(5 '.). 2543-2545 �GJ�G(����)�+�
������
��(_�(����)���
������

('�

��+
��,��� 3822.00 0 002)

(����)������
(����)���
������

'.). 2543 '.). 2544 '.). 2545

�+�
������
� Austria Austria Austria

Australia Australia -

- Belgium -

Canada Canada Canada

China China -

Denmark Denmark Denmark

- - Finland

France France France

Germany Germany Germany

Hong Kong Hong Kong Hong Kong

- - India

Israel - -

- - Italy

- - Jamica

Japan Japan Japan

Korea - Korea

- Malaysia Malaysia

Netherland Netherland Netherland

- - Norway

Singapore Singapore Singapore

Spain Spain -

Sweden Sweden -

Switzerland Switzerland Switzerland

Taiwan - Taiwan

United Kingdom United Kingdom United Kingdom

��� 18 17 19

	�
������*�������GJ 9 ��		��G����+���*�
��	
�
���$��
�����[QJ�@�/�
�'
�{#

�

��������
]�$����$�
���GJ�(_�(����$�#

����������{��!�%��$������������ ��/�������GJ�
O���	�
'�

��+
��,���

���
����G���W� 3822.00 0 002 @�/�/�	��'G��'����+�
�
��*$�(����$�#�
�
�/�� 
������������*��/���GJ�
GJ��

�


��	
�+���+��/ ���
��	
�'�

��+
��,���	Q��/�	��(_�'W&�����GJ	�*+�@����[QJ��
�����,����GJ*$�(����$�#@����
�Q&�

�/�@(
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4.2   ���������
���
�����������������������!��"#�$����%�

4.2.1   ���������
���
�����������������������!��"#�$����%�

*�(|		%�
��G
�������������
GJ��

�
��	
�+���+��/���WJ���W��'��#*����
���
��GJ��G�
�/� 

Global Medical Device Nomenclature Project (GMDN Project) [QJ��G�����/�� ~ �
��G&

1. CNMD Classification Name for Medical Devices �(_�����
��	
�+���+��/��� FDA 

(Food and Drug Administration) ����+�
������
�

2. EDMA European Diagnostic Manufacturers Association in vitro diagnostic product 

classification *$�*�(����)�/�� ~ *��%��(

3. ISO 9999 Technical Aids for Disabled Persons Classification *$�*����
���
�

4. JFMDA Japanese Medical Device Nomenclature *$�*�(����)]GJ(%^�������(����)*�

���$G�������#

5. NKKN Nork Klassifsering Kading & Nomenklatur *$�*�(����)���#���#���(����)

*��%��(���(����)

6. UMDNS Universal Medical Device Nomenclature System '
������ ECRI (ECRI’ 

UMDNS)  *$�*��+�
������
�  ���(����)*��%��(  ���(����)�WJ����(����)

7. EN ISO15225 Nomenclature *$�*��%��(����(_����������
��GJ*$�*�
������%����

��
�(�GJ��������

*�
��'�	��!�	
�+���+��/�'WJ�*+��
�������GJ�/���/�
��
��+���+
��,��� ����/���/�
�����

+���WJ�	
�����(_�����������
&� �!������	
�'�	��!��
���W�
	�
�����GJ�G
��*$����*����#
�����,��
��/��~ 

	����� 4 ���� �
��G&

4.2.1.1   �
������� Medical Device Name &%� US FDA1

�(_������GJ	
�����Q&���� FDA (Food and Drug Administration)  �+/��+�
������
�

�'WJ�(����$�#*�
������%� 
��

� ���� ���
�����
�����+��������  �
$�G�
�
�/���G&(��
������
��*$�+�W�


��������� medical device codes �GJ���Q&�����G��

� FDA �����G&����%���� Center for Devices and

Radiological Health

US FDA 	
���� Standard Product Nomenclature (SPN) ����
��
��+�� “KEYWORDS”

�GJ�+��������	
���G������
��

q� ����G��������������������(_� 3 �/��  �/����
(��
������ Device name

([QJ�*$���
���WJ���W���'������{���� Keyword)  �/���GJ����(_� Panel and Code (*$������+
������
!"#)  �/��

�GJ���@���
/ Class ��� Regulation (*$���
���
�
������%� 
��

� ����) ��� Medical Device Regulation 21 CFR

(used for device definition including regulatory requirements)

NOUN ADJECTIVE ADJECTIVE PANEL CODE CLASS REGULATION

Pump Infusion Insulin 80 LZG II 880.5725

Amphetamine Enzyme Immunoassay 91 DKZ III 862.3100

Acid Phosphatase Cytochemical 88 JCI I 864.1850
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�+
������
!"# (Product Code) *��/���GJ 2 ������������(��
���Q&������+
� 5

+�

 (�
���� 2 +�

 ����
��

q� 3 +�

) ����+
��
���� 2 +�

 	
�+���+��/���������'�����
���'��#

(medical specialty)  �
��G&

Medical Specialty Medical Specialty

73   Anesthesiology 74   Cardiovascular

75   Chemistry 76   Dental

77   Ear, Nose, and Throat 78   Gastroenterology and Urology

79   General and Plastic Surgery 80   General Hospital

81   Hematology 82   Immunology

83   Microbiology 84   Neurology

85   Obstetrics and Gynecology 86   Ophthalmic

87   Orthopedics 88   Pathology

89   Physical Medicine 90   Radiology

91   Toxicology

�/������+
��
��

q� 3 +�

�
&��(_�
��������
�

q!#��'����������
!"#��/��

$���  
��
��+���+
��

q��G& US FDA �(_����
��+��*$����

4.2.1.2   �
�������&%�	�
���'�����2

�����G&�G�

q!�*
����G��

������GJ	
�����Q&����  US FDA  ����G
������Q�,Q���


�����/�����
����
�� �/�$%�$� 	�
�������'���*�
�����	���������
!"#�
&�~ �����
��
������
�������GJ��

�(_� 4 $
&��W�

Class I    ������GJ�������%�

Class II   ������GJ�������/�$%�$� �����GJ��(��
����/�����
����
��

Class III  ������GJ��(��
����/�$%�$� �����GJ������/�����
����
��

Class IV ������GJ����
�/�$%�$�

4.2.1.3   �
�� ECRI’ UMDNS3

�.  �����
 Health Devices Source Book

+�/����� Emergency Care Research Institute (ECRI) ����+�
������
� ���

�����/���W���� WHO @��	
��������
���
&�$WJ����	
�+���+��/��������
!"# ���WJ���W�
���'��# ���*$���q�

�
�
�q�(_�+�

 ��	�(��(_���q��/��~ *+���������

���q��
�
�q@�� �����G&��G�
�/� Universal Medical

Device Nomenclature System (UMDNS)

UMDNS 	����������
�������
!"# ���WJ���W� �%(
�!# �GJ*$�*����
���'��#

�
&�+���(_�+�

 @���
/ ���WJ���W� �%(
�!# �&�����GJ*$�*�+���(x��
��
�� �����
!"#��J�������WJ��*$�*����'�����

��������������/�� ~  (Information System)  �������G���������
GJ��

��
������
!"#  �������  ���	��+�/��  ����������
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������
��[/���[� ��� �
&��G&����G+�

*�
��	
�+���+��/+�W�
��+������GJ*$���G�
$WJ������
!"#�
�
�/�� (UMDNS

Vocabulary) *+��WJ����

�@��,�
�������

�����(_���
��GJ�%� ��
	�
�G&�
�
��+���+
��
���� (UMDN code:

UMDC) �Q&�*$�*����� �'WJ�
���W����@��+��������������G���'�J����� �$/� �%!�

q!������
!"# ���� �������


������ ��� 

� ECRI @������

&.  (�������&%��
��&
%���	�
�%��
�$

1. Main term / generic device group term �����������+
� ��� UMDC

(Universal Medical Device Code) �(_��
���� 5 �
� *�����O��GJ	
���/��(_� 2 
�%/�

        (XX-YYY): XX = 10 – (|		%�
� 18,  YYY = 000 – 999

2. Cross references �(_��������GJ	�*+��������G���'�J�����*�
�!G�GJ��� / 
�%/����

��� Main term 
����+�W�@�/$G&��'��
�%/�@�� �
&��G&�'����
������� UMDC @�/@���WJ�,Q�+���+��/ �GJ�(_�����*� ~

�.  ����)��
�&
%���*���+�,-�

Information by Products �G 2 ���

1. Product Categories �G
��	
� 2 ���

1.1. Alphabatic order (��
������ vocabulary term, UMDC number ���

cross reference

1.2 Clinical specialty: ��/�+���+��/�����������
��*$���������
�/��~

[QJ� UMDNS 	���/� �����
!"#�(_� 31 
�%/� @���
/

Anesthesiology Cardiology Cadiothoracic Surgery Clinical Engineering

Clinical Laboratory Dentistry Emergency Medicine Gastroenterology

Gynecology Health Facility Home Care Implants

Intensive Care Unit Internal Medicine Material Management Nephrology

Neurology Neuro Surgery Nursing Service Ostertrics

Ophthalmology Orthopedics Otolaryngology Pathology

Pediatrics Physical Medicine Proctology Pulmonary Medicine

Radiology Surgery Urology

Surgical Head Coverings [13-882]

Surgical Helmet Systems [11-995] (Health
    Devices 1996 25: 116; Product Comparison)

    - see also
      Body Exhaust System

Reference to Health devices
Evaluation and Healthcare
Product Comparison System

report

Cross-reference to

alternative product

UMDNS controlled

     vocabulary term            UMDC number
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1.  Numerical listing ��G������
�����
������� UMDC [QJ��(_�����
�
��������

������������@�/�G����*�~ ���J��
&���/ 10-000 	�,Q� 18-569 *�(|		%�
� (2001) ���
����G������
� 2 +�

��
 ���J�

10--- ,Q� 18---  ��� 3 +�

+�
� ���J� --000 ,Q� --999

	�

������������

q!��G& �����,�GJ	����+����q
��GJ�
GJ������@���������/�

���� Product Listing Section ���+�
�G
���(�GJ���(�����*+�/ 
O	��G���
�� Word Changes to Product

Categories *+��%
(5 ���*�
�!G�GJ@�/�G
������ 
��*$�+�W���������
!"#�
&�����	��G ���
�� Product Categories

Deleted *+�

4.2.1.4   �
�� EDMA Classification of In vitro Diagnostic Products4


��	
�+���+��/�����
!"#�GJ	
������� European Diagnostic Manufacturers

Association (EDMA) ����G�
�,%(�����#�'WJ�
��	
�����,���
����������
!"#*�
�%/���� In vitro diagnostic

products ����G 2 �/���W� reagent classification ��� instrument classification �
&�����/���G&(��
������ EDMA-

Code �GJ�(_�����+
� 10 +�

 2 +�

��
�(_�
��	
�+���+��/���(��������+�

*�+���(x��
��
�����
���'��#

�
���������GJ 4

18-413 Pads, Breast, Self-Examination

18-414 Cholesterol Test Kits

18-415 Lithotripters Extracorporeal

Electrochemical

UMDC number
UMDNS controlled

vocabulary term
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'*�+������ 4   
��	
�+���+��/$%��&���������������� EDMA

����+
�+�

�GJ 3 ��� 4 �(_��+
�
�%/�
��*$���� �+
�+�

�GJ 5 ��� 6 �(_��+
�
��

�


�%/��/�� �+
�+�

�GJ 7 ��� 8 �(_��+
�
��

�$���
��������GJ*$� ���+�
��+
�+�

�GJ 9 ��� 10 �
&� ���G��
��

���+�
���
��{G�GJ*$����
��������
&�~ [QJ�(|		%�
� EDMA �
�@�/@��*$����


��	
�+���+��/��� EDMA �G&�(_�
�����G��������/���� Global Medical Device

Nomenclature (GMDN)

11 01
Enzymes

11 02
Substrates

11 03
Electrolytes

11 04
Electrodes

11 30
Multiple CC

11 50
Controls CC

11 70
RapidTests CC

11 90
Other CC

11
Clinical Chemistry

12 01
Sp.Proteins

12 02
Allergy

12 03
Tumor Marker

12 04
 Thyroid Funct.

12 05
Fert./Pregn.

12 06
 Ind.Hormones

12 07
Anemia/Vit.

12 08
TDM

12 09
DoA / Tox.

12 10
 Autoimmune

12 11
Rheumatoid

12 12
Sp. Organ F.

12.13
Cardiac Markers

12 30
 Multiple IC

12 50
Controls IC

12 70
RapidTests IC

12 90
Other IC

12
Immunochemistr

13 01
Haem. Reag.

13 02
 Haemostasis

13 03
 Blood Groupg.

13 04
Tissue Typing

13 05
 Monocl. AB

13 06
Cytokines

13 07
Histology

13 90
Other Haem.

13
Haematolog

14 01
 Bacterology Cult.

14 02
Bact. ID & ST

14 03
 Mycology Cult.

14 04
Viral Culture

14 05
Parasitology

14 50
Controls MB

14 70
RapidTests MB

14 90
Other MB

14
Microbiolog

Culture

15 01
Bacteriology I.Im.

15 02
 Hepatitis Viruses

15 03
Retroviruses

15 04
Other Virology

15 05
 Parasitology I.Im.

15 06
Mycology I.Im.

15 30
Multiple Inf.Imm.

15 50
 Controls I.Im.

15 70
 RapidTests I.Im.

15 90
Other Inf.Imm.

15
Infectiou

Immunolog

16 01
Inborn Gene Alt.

16 02
Acquired G.Alt.

16 90
Other Genetic T.

16
Genetic
Testing

EDMA Classification 2001
REAGENTS
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4.2.2   *����������
�������	��$����$�

��
��'�	��!�
��	
�+���+��/�
&� 4 ���� @�������%(�/�

1. 
��
��+�����
��$%��&�����'WJ�����	�
����*���/�����G�
�,%(�����#��
�/��

� ���*+�

����
��	
�+���+��/��
�/��

�@( ���������� US FDA ����������(����)������ �G�
�,%(�����#+�



*�
��
��

���������(����
�*�
��*$����������WJ���W��'��#[QJ����,Q�$%��&���������O	��(���� 	Q��G���
�����WJ��

�W��'��#�WJ�~ ��/������G�� 
��	
�����
]$G���$WJ���'�����$%��&���������O	��(	������
���
���
����
	�
�
]$G

���$WJ����

2. ������� ECRI @�/@��������������%�����(����
�*�
��*$������/	
�����
]$G���

$WJ������
!"#�GJ�(_����WJ���W��'��#��/������G���$/���G��

�

3. 
��	
�+���+��/���WJ���W��'��#��������
!"#$%��&���������O	��(���  US FDA  ����

��������� ������� ECRI �����GJ���WJ���W��'��#��

�/������
!"#$%��&���������O	��( �
��
&��
]$G���
��	Q�


��	��@(����/���/��~ ���������'�����
���'��# 
�����+����
����������
!"#�&���������O	��(	Q����@����



�/� ��
	�
�G&$%��&���������O	��(	�������
�GJ�G
��*$�(����$�#*����
���'��#@��+������� ���
��$%��&����

�����O	��($�����G��

�	Q���	,�
���	%@��*�������'�����+������� ���*+������
!"#$�����G��

��G�+
���

�/� 

1 �+
�  ���
�
�/����	
/������
���*����(x��
��

4. ������� EDMA �(_�
��	
�����������'WJ��
��Q
�,���
����������
!"#$%��&���������O	

��(�����'�� 	Q���
�
]$G���$WJ���
���(_�
����'�� ����(_������GJ�G
��	
�+���+��/�����)
�(��������

+���(x��
��
�� [QJ�	��/���/�
���������
��	
�����
]$G���$WJ����+�
����������
������������(����)@��

5. �
]$G���$WJ�����
&� 4 ���� �G���
��$%��&���������O	��(��
'��'G��*�
��	
�����
]$G

���$WJ����+�
����������
������������(����)@�� ��/�!����	
����'�	��!��+O��/�����
���W�
���
����'���GJ�G


���������*�(����)	���  �����	�'�J��������
���GJ�G�������*�
�����������*$�*�(����)�GJ��	�
���Q&�*������

���*$���������W&�����	�
�����������	*�����
��	
�����
!"#���	
�+���+��/$%��&����������WJ���W��'��#�GJ*$�

����	�
������
�/��
�� '.). 2543-2544 ��������������
���'��#�+/�(����)@�� [QJ�	
����@����� 182 ���
��

��'���GJ�(_��&���������O	��(�G 156 ���
�� (���
���GJ�(_����WJ���W� 26 ���
��)2

6. �+
������
!"#�GJ*$�*�
��	
�+���+��/����%
�����GJ)Q
q� *$�����+
���+�/�� 5 ,Q� 

10 +�

 ���*���������$/� US FDA ��������GJ������������������
���'��#�+/�(����)@���G
��


��+���+
��(_��
��

q���q��
�
�q���� ���+�
�������� ECRI ��� EDMA *$��+
��
�����
&�+�� ��/��@�
O

����+
��%
�����
�
�/��@�/�����,*$�

�
��
��+��'�

��+
��,������)%�
�
�@�������� ��WJ��	�
������
��
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��,����GJ
��)%�
�
�*$��(_��
���� 10 +�

�������X��#��

@�[# ����GJ 7 +�

��
�%
(����)	�
��+�����
�������
!"#�������+�W��
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AUS 4500024 BIOCHEMISTRY REAGENTS

USA 4400122  - QUICK-VUE INFLUENZA
-  QUICK-VUE CHLAMYDIA
-  QUICK-VUE   URINCHEK 10+SG
-  QUICK-VUE ONE-STEP hCG TEST
-  QUICK-VUE IN-LINE ONE-STEP STREP A TEST
-  QUICK-VUE H. PYLORI gII

IDN 4400684 -  DIALINE-2-B DILUENT
- DIA-RINSE-B
- DIA-STANBY-B
- DIAQUICKLYSE-B
- DIALYSE-B
- DIACLEAN-B
- DIALINE-B-DIFF DILUENT
- DIALYSE-B DIFF

FIN 4400479 CLINICAL CHEMISTRY REAGENTS KITS

GBR 4300775 �����
���������� Product List Newmarket Laboratories
     1.1  RPR Carbon Antigen  5 ml.
     1.2  RPR Carbon Antigen  100ml.
     1.3  RPR Kit 500 test with Pipstir
     1.4  RPR Test Card
     1.5  Pipstir
     1.6 TPHA 200 Test
     1.7  TPHA 1000 Test
     1.8 Salmonella O gr. A (Paratyphi A) 5ml.
     1.9 Salmonella O gr. B (Paratyphi B) 5ml.
     1.10 Salmonella O gr. D (Typhoid O) 5ml.
     1.11 .....
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����/��@�/�����,	�������@�� �$/� Biochemistry Reagents ��
	�
�G&+�
��W������
�
O������%������
!"#

�(_�	�������
 ����������*$���
�����������(_� Product List �(_����
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1. ABL 142

2. RDA 52

3. BTFS 45

4. PM 40

5. MDT 39

6. PCLH 30

7. BTD 24

8. SNF 21

9. KHB 20

10. RP 16
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�{0809105004345 RF Control 3822000710

�{0809105004445 CRP Control/Calibrators 3822000729

�{0809105004545 TURBOX IMMUMOFOBURLIN A 3002101107

�{0809105004645 TURBOX IMMUMOFOBURLIN G 3002101107

�{0809105004745 TURBOX IMMUMOFOBURLIN M 3002101107

�{0809105004845 HEMOLEX 3822000279

�{0809105004945 TURBOX APO A 3002101112
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      Clinical chemistry diagnostic kits                

101 Alpha 1- / Alpha 2-Microglobulin          1     1

102 Alphafetoprotein 1    1   1  2    1 6

103 Beta 2-Microglobulin               0

104 Bladder Tissue Antigen               0

105 Bone and Mineral Metabolism 1       1  3    1 6

106 Cancer Antigens (CA) 3       3  13     19

107 Carcioembryonic Antigen  (CEA) 1    1   1  2    1 6

108 Ceruloplasmin          2     2

109 Complement Activity Total (CH50 )               0

110 Complement C3 (beta 1 C)          1 2    3

111 Fatty Acid Binding Protein               0

112 Ferritin     1 1  1  4     7

113 Glycosylated Hemoglobin 1    1     3     5

114 Homocysteine 1              1

115 Hormones Indicating Fertility 1 6      6  14 1 1 1 30

116 Hormones Indicating Diabetes          1 1   1 3

117 Human Chorionic Gonadotrophin 1 1    1  1  4 2 1  1 12

118 Immunoglobulin A / D / E / G / M     3     8 1    12

119 Lipoproteins          9 2    11

120 Myoglobin     1     2     3

121 Neuroendocrine Function              1 1

122 Prostatic Specific Antigen 2       1  5     8

123 Renal Metabolism        1      1 2

124 Thyroglobulin     1     1     2

125 Thyroid Function Hormones 6 6      5  12    1 30

126 Transferrin     1     2 1    4

127 Troponin 1    1   1  2     5

   

199 Other Clinical Chemistry Tests         2    2

      Histology and/or Cytology                

201 Immunohistology kits               0

   

299 Other Haematology & Microscopy               0

      Microbiology (culture)                

301 Bacterial Identification   2           1 3

302 Yeasts & Fungi Identification              1 1

303 Parasite Identification               0

   

399 Other Microbs Identification               0
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      Immunology                

      Bacteria Ag / Ab Assay                

401 Burkhoderia pseudomallie              1 1

402 Chlamydia  1     4    1   1 7

403 Corynebacterium diphteriae              1 1

404 Escherichea coli              1 1

405 Haemophilus influenzae   1           1 2

406 Helicobacter pylori  1     1   1 1   1 5

407 Leptospira   1           1 2

408 Mycobacterium avium complex              0

409 Mycobacterium laprae              0

410 Mycobacterium tuberculosis              1 1

411 Mycoplasma           1   1 2

412 Neisseria gonorrheae              1 1

413 Neisseria meningitidis   1           1 2

414 Salmonella typhi  1   1  5       1 8

415 Shigella              1 1

416 Streptococcus pneumoniae   1           1 2

417 Treponema pallidum 1 1 2 1  2 1       1 9

418 Vibrio cholerae              0

   

429 Other Bacteria Ag / Ab Assay  1     3        4

      Yeast and Fungi Ag / Ab Assay                

431 Cryptococcus   1           1 2

432 Candida               0

   

439 Other Yeast and Fungi Ag / Ab               0

      Viruses Ag /or Aib Assay                

441 Hepatitis A Virus 1 4 1    3 1  4     14

442 Hepatitis B Virus 4 8 2 2  1 4 6  15   1 1 44

443 Hepatitis C Virus 1 1 1 1   2 1  2     9

444 HIV (Antigen)  1 1 1      1     4

445 HIV (Antibody) 2 2 3 1    1  2    1 12

446 HIV (Antigen and Antibody) 1     2        3

447 Adeno Virus           1   1 2

448 Cytomegalo Virus (CMV) 2 2  1   2   2    1 10

449 Dengue Virus              1 1

450 Epstein Barr Virus  3    1        1 5

451 Herpes Simplex Virus          1    1 2

452 Influenza Virus              1 1

453 Para Influenza Virus              0

454 Measles Virus  1            1 2

455 Mumps Virus (Parotitis)  1            1 2

456 Rota Virus  1 1        1   1 4

457 Rubella Virus 2 4 1    2   2 1   1 13
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469 Other Virus Ag and/or Ab Assay       1   1 2

      Parasites Ag / Ab Assay                

471 Cryptosporidium               0

472 Cysticercus               0

473 Entamoeba histolytica               0

474 Giardia lambia               0

475 Malaria               0

476 Microsporidium               0

477 Schistosoma               0

478 Toxoplasma 1 6 1    2   3     13

   

489 Other Parasites Ag / Ab Assay               0

      Inflammatory Diseases Markers                

491 Anti-Streptolysin O     1 1    3   1 1 7

492 C-Reactive Protein     1 1    4 1   1 8

493 Rheumatoid Factors     1 1    3 1   1 7

   

499 Other Inflam. Diseases Markers              1 1

      Cytokines, Lymphokines,                

501 CD3 and/or CD4 and/or CD8               0

502 Interferons               0

503 Interleukins (IL)               0

504 Interleukins Receptors (IL-R)               0

505 Soluble Antigens and/or Receptors               0

506 Tumour Necrosis Factors (TNF)               0

507 Tumour Necrosis Factors Receptor               0

   

529 Other Cytokines, Lymphokines               0

   

539 Other Immunology               0

      Therapeutic Drug Monitoring                

601 Anti-Asthma          1     1

602 Antibiotics 3         4     7

603 Anti-Neoplastic               0

604 Cardiovascular 4 1        5     10

605 Central Nervous Systems 2         5     7

606 Immunosuppressant 2 1        1     4

   

629 Other TDM         2     2

      Substances Abuse                

632 Barbiturates 1         2    1 4

633 Benzodiazepines 1         1  1  1 4

634 Cannabinoids 1         2  1   4

635 Cocaine / Cocaine Metabolites 1         1  1 1 1 5

636 Codeine               0
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637 LSD (Lysergic Acid Diethylamide )               0

638 Methadone 1         1    1 3

639 Methaqualone               0

640 Morphine and/or Other Opiates 1      2   2  1 1 1 8

   

659 Other Drugs of Abuse           1 1 1 3

                 

910 Other               0

   

 Blood-grouping reagents                

101 Red Blood Corpuscles Grouping 4  4    4    2    14

102 Anti Human Globulin Serum   1            1

103 Human Leukocyte Ag Typing 7          1    8

   

920 Other               0

   

      Clinical Chemistry                

101 Acid Phosphatase     1 1  1  3     6

102 Alanine Amino-Transferase     1 2  1  4     8

103 Albumin    1 2 2 1 1 1 4     12

104 Aldolase          1     1

105 Alkaline Phosphatase    1 1 1 1 1 1 6     12

106 Ammonia        1 1 1     3

107 Amylase    1 1 1  1 1 10     15

108 Aspartate Amino-Transferase    1 1 2  1 1 4     10

109 Bicarbonate (CO2)    1  1  1  2     5

110 Bilirubin    1 2 2 1 2 1 4     13

111 Calcium    1 1 2  1 1 3   1  10

112 Chloride    1  1  1       3

113 Cholesterol (Total)    1 1 2 1 1 1 4 1    12

114 Cholesterol HDL    1 1 1 1 1 1 6     12

115 Cholesterol LDL    1  1    4     6

116 Cholinesterase     1 1  1  2     5

117 Creatine Kinase    1 1 2 2 2 2 6     16

118 Creatinine    1 1 2 1 1 3 4     13

119 Electrolytes / Blood Gases Reagent 4    1     11 1  1  18

120 Fructosamine     1     1   1  3

121 Gamma Glutamyl Transferase      1  1 2 8     12

122 Glucose 5   1 2 1 3 1  5 1    19

123 Glutamate Dehydrogenase             1  1

124 Glycosylated Haemoglobin   3  2          5

125 Homocysteine              0

126 Hydroxybutyrate Dehydrogenase               0

127 Iron      1  1  2 1    5

128 Iron Binding Capacity (Total)        1  3     4
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129 Lactate    1  1    2 1    5

130 Lactate Dehydrogenase    1 1 1 1 1 2 5     12

131 Lipase      1  1  4     6

132 Lipids Total               0

133 Lipoprotein Electrophoresis               0

134 Lipoproteins               0

135 Lithium        1       1

136 Magnesium    1  1  1  3     6

137 Malate Dehydrogenase               0

138 Pepsin               0

139 Phenylketonuria               0

140 Phosphate inorganic / Phosphorus    1  1  1 1 5     9

141 Porphobilinogen               0

142 Porphyrine (Total)               0

143 Potassium    1    1       2

144 Protein (Total)    1 1 3 1 3 1 4     14

145 Protein Electrophoresis               0

146 Sodium    1    1       2

147 Triglycerides    1 1 2 2 1 1 5     13

148 Urea and/or Blood Urea Nitrogen    1 1 2 2 1 3 8     18

149 Uric Acid    1 1 1 2 1 1 2 1    10

150 Urine Multi-Constituent Test Strips     1  1  4 2     8

151 Urine Sediment Test Kit     1    5      6

152 Urine Single Test Strips     1      1  1  3

153 Vanillylmandelic Acid   1            1

154 Vitamin B1               0

155 Vitamin B12 and/or Folate     1   2  2     5

156 Vitamin B2               0

157 Vitamin B6               0

158 Zinc               0

   

199 Other Clinical Chemistry Tests           0

      Haematology                

     Constituents / properties of blood                

201 Activated Clotting Time               0

202 Partial Thromboplastin Time  2        1 1    4

203 Aggregation Factors               0

204 Antithrombin III  1             1

205 Coagulation Factors Test  9             9

206 Complete Blood Count Reagents 4    1    20      25

207 Erythrocyte Sedimentation Rate               0

208 Faecal Occult Blood     1      1  1  3

209 Fibrinogen Degradation Products  4         1   1 6

210 G-6-PDH               0

211 Haematocrit (HCT)         1      1
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212 Haemoglobin (Hb)         1      1

213 Heparin  1             1

214 Plasminogen               0

215 Plasminogen Activator / Inhibitors               0

216 Protein C               0

217 Protein S               0

218 Prothrombin time (Quick Test)  2        1 1    4

219 Specific Reticulocyte reagent 1    1    1      3

220 Thrombin / Reptilase Time  1         1    2

   

239 Other Constituents of blood cells  1          2 3

      Histology and/or Cytology                

301 Chromosome Culture Kits               0

302 DNA in situ Hybridisation reagents               0

303 Embedding media               0

304 Fixing reagents               0

305 Mounting media               0

   

399 Other Histology and/or Cytology               0

      Microbiology                

401 Bacterial Identification              1 1

402 Bacteria Susceptibility Testing               0

403 Yeasts & Fungi Identification               0

404 Yeasts & Fungi Susceptibility Test               0

405 Parasite Indentification               0

   

499 Other Microbiology               0

      Immunology                

501 Anti-Nuclear Antibodies (ANA)      1         1

502 Anti-Cardiolipin Antibodies               0

503 Anti-Mitochondrial Antibodies               0

504 Anti-Ro (SS-A)               0

505 Anti LA (SS-B)               0

506 Anti-Sm               0

507 Anti-RNP               0

508 Anti-myeloperoxidase               0

509 Anti-neutrophilic Cytoplasmic Ab               0

510 Anti-protenase 3 (PR 3)               0

511 Allergen Antibodies               0

   

599 Other Immunology               0

      Genetics                

      Gene / chromosome alteration                

601 Alzheimer's Disease               0

602 Asthma               0
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603 Atherosclerosis               0

604 BRCA 1 and/or 2               0

605 c-myc               0

606 Cystic Fibrosis               0

607 Diabetes               0

608 Down's Syndrome               0

609 Edwards Syndrome               0

610 Haemochromatosis               0

611 Haemophilia               0

612 Human Leukocyte Antigen (HLA)               0

613 Hypertension               0

614 Klinefelter syndrome               0

615 k-ras               0

616 Multiple Sclerosis               0

617 Osteoporosis               0

618 p53               0

619 Polycystic Kidney Disease               0

620 Prothrombin Mutation               0

621 ret               0

622 Telomerase               0

623 Thalassaemia   1            1

624 Turner Syndrome               0

   

639 Other Human Gene Alteration               0

    NA Based Detection for Microbio                

641 Bacterial Identification          7     7

651 Mycology Identification              0

661 Parasite Identification               0

 Viral Identification                

671 Hepatitis B Virus (HBV)     1          1

672 Hepatitis C Virus (HCV)     1     2     3

673 Human Immunodeficiency Virus  2             2

679 Other Viral Identification  2             2

   

689 Other NA Detection for Microbiol               0

                 

699 Other Genetics               0

      Pharmacology and Toxicology                

      Therapeutic Drug Monitoring                

701 Anti-Asthma               0

702 Antibiotics              0

703 Anti-Neoplastic               0

704 Cardiovascular              0

705 Central Nervous Systems               0

706 Immunosuppressant              0
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729 Other TDM Tests              0

      Substances Abuse                

731 Alcohol, Ethyl (Ethanol) 1              1

732 Amphetamine / Methamphetamine              0

733 Barbiturates               0

734 Benzodiazepines              0

735 Cannabinoids              0

736 Cocaine / Cocaine Metabolites              0

737 Codeine               0

738 LSD (Lysergic Acid Diethylamide )               0

739 Methadone              0

740 Methaqualone               0

741 Morphine and/or Other Opiates              0

   

759 Other Drugs of Abuse Tests            0

      Toxicological Substances                

761 Acetaminophene  (Paracetamol) 1       1       2

762 Hippuric Acid               0

763 Phenol               0

764 Salicylate        1       1

765 Trichloroacetic Acid               0

   

779 Other Toxicological Substances       4      4

   

799 Other Pharmacology & Toxicology              0

   

801 Laboratory reagents                

   

 Certified reference materials                

901 Controls and/or Standards   47  3  3 66 51 118 3   291
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Human blood; animal blood prepared for therapeutic,
prophylactic or diagnostic uses; antisera and other blood
fractions and modified immunological products, whether
or not obtained by mean of biotechnological processes;
vaccines, toxins, cultures of micro-organisms (excluding
yeasts) and similar products.
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$
��WJ�~�����W�� �������
�
!"#�����%��

�������
��(���GJ@��	�

�����
�����
��������G$G���'+�W�@�/
O���

- Antisera and other blood fractions and modified
immunological products, whether or notobtained by
mean of  biotechnological processes;
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- - - Antisera and modified immunological products,
whether or not obtained by means of biotechnological
processes

�������	�
��
�����������������������������
�������	��������� �! ��������!� ����� ��"��#����

Diagnostic reagents for analysis of substances
in biological specimen

101/KGM ����� 1- ���/�	
� ����� 2- ��
�	
������� Alpha 1- and/or Alpha 2-Microglobulin
102/KGM �������
�
�	��� Alphafetoprotein
103/KGM ����� 2- ��
�	
������� Beta 2-Microglobulin
104/KGM �������������
����
���	��!���"##�$� Bladder Tissue Antigen
105/KGM ��������#�����	�%��������
��	& Bone and Mineral Metabolism
106/KGM ������������'��(���	)� Cancer Antigens (CA)
107/KGM �������������	('�
�����	�
� ('�����) Carcinoembryonic Antigen  (CEA)
108/KGM �'	�
�!��#��� Ceruloplasmin
109/KGM �,���	������!������(	$� ('���. 50) Complement Activity Total (CH50 )
110/KGM ���!������( '� 3 (���� 1 '�) Complement Component C3 (beta 1 C)
111/KGM 
�	����:��	%���:� Fatty Acid Binding Protein
112/KGM ���	���� Ferritin
113/KGM ;�
�
����� �� 1 '� Hemoglobin A1c (HbA1c)
114/KGM 
;
�'�#����� Homocysteine
115/KGM ;�	(
�� ���/�	
� 
�	����&�.��<�$���	�=!:�>?( Hormones and/or Proteins Indicating Fertility Function
116/KGM ;�	(
���&�.��<�$�
	�����$�� Hormones Indicating Diabetes
117/KGM ;�$���
�	�
����
���
%
@	�J� (��.'���) Human Chorionic Gonadotrophin (HCG)
118/KGM �����
�
������� �� / %� / �� / �� / ��)� Immunoglobulin A / D / E / G / M
119/KGM ��
�
�	��� Lipoproteins
120/KGM ��
�
����� Myoglobin
121/KGM #�	�&�.����	@N��������&���	�@&����	����	�#�@ Neuroendocrine Function Markers
122/KGM ������������&��������� Prostatic Specific Antigen
123/KGM ��������#�����	�%��������
��	& Renal Metabolism
124/KGM �>
	
������� Thyroglobulin
125/KGM ;�	(
���&��>:�	��%( Thyroid Function Hormones
126/KGM @	��#���	�� Transferrin
127/KGM 
@	
���� Troponin
199/KGM �
��Q@������������ Other Clinical Chemistry

�������	�
��
�����������������������������
�������	��������� �! ��������!� ����� ��

���
��
�����%#�/	�
��&##������

     Histology and/or Cytology

201/KGM .�����
����
��@��<����?���:� Immunohistology
299/KGM �
��Q@����
����
��$�@�����/�	
��'��($�@�� Other Histology and/or Cytology

�������	�
��
�����������������������������
�������	��������� �! ��������!� ����� ��#���
�����

     Microbiology

301/KGM �N�������@��	�� Bacterial Identification
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(����� (������/�� �+
��,��� ���
�� Description

302/KGM �N������#�(���	� Yeasts & Fungi Identification
303/KGM �N�����	#�� Parasite Identification
399/KGM �
��Q@���?�.�$$�@�� Other Microbs Identification

�������	�
��
�����������������������������
�������	��������� �! ��������!� ����� '("����"���
�����

     Immunology

�	$��������������/�	
��������%��&����@��	�� ���/
�	
� #��
	���

     Bacteria and/or Spirochete Antigen and/or
Antibody Assay

401/KGM ���	(
���%��	�� #�
%������� (�&�
	��������
%'�#) Burkholderia pseudomallie (Melioidosis)
402/KGM �������%�� Chlamydia
403/KGM 
�	�����@��	��� %��@�	��� (�&�
	������) Corynebacterium diphteriae (Diphteria)
404/KGM ��#�.�	��.�� 
����( Escherichea coli
405/KGM ;�
��J�:# ����������' Haemophilus influenzae
406/KGM �;��
�������	( �!
�	� Helicobacter pylori
407/KGM ���
�#��	� (�&�
	�W�����) Leptospira (Leptospirosis)
408/KGM ��
����@��	��� ���$��� ����!�)�'( (���) Mycobacterium avium complex (MAC)
409/KGM ��
����@��	��� ����	 Mycobacterium leprae
410/KGM ��
����@��	��� @����	(��
�'�# Mycobacterium tuberculosis
411/KGM ��
�!��#�� Mycoplasma
412/KGM ��#('��	�� 
�
�	��� (�&�
	�����X�) Neisseria gonorrheae (Gonorrhea)
413/KGM ��#('��	�� �������@�%�# (�&�
	���
���?��#����:��#�) Neisseria meningitidis (Meningitis)
414/KGM '��
������ �@�� (�&�
	��@���%( �	
� ���	��#�%

����)
Salmonella typhi (Typhoid)

415/KGM .������ Shigella
416/KGM #��	�
�����:# ��$
����� Streptococcus pneumoniae
417/KGM @	�
!���� !����%?� (�&�
	�'��J��#) Treponema pallidum (Syphilis)
418/KGM $��	�
� �������	 (�&����$���
	�) Vibrio cholerae (Cholera)
429/KGM �	$��������������/�	
��������%��&����@��	�����/

�	
� #��
	����
��Q
Other  Bacteria and/or Spirochete Antigen and/or
Antibody Assay

�	$��������������/�	
��������%��&���#�(���	�      Yeast and Fungi Antigen and/or Antibody Assay
431/KGM �	��
�����:# Cryptococcus
432/KGM ���%�%� Candida
439/KGM �	$��������������/�	
��������%��&���#�(���	��
��Q Other Yeast and Fungi Antigen and/or Antibody Assay

�	$��������������/�	
��������%��&��.
���$	:#      Viruses Antigen and/or Antibody Assay
441/KGM �:��:��#� �� Hepatitis A Virus
442/KGM �:��:��#� �� Hepatitis B Virus
443/KGM �:��:��#� '� Hepatitis C Virus
444/KGM ��.��$� (��������) HIV (Antigen)
445/KGM ��.��$� (�������%�) HIV (Antibody)
446/KGM ��.��$� (������������������%�) HIV (Antigen and Antibody)
447/KGM ��%�
� Adeno Virus
448/KGM �'
�����
� ('���)�$�) Cytomegalo Virus (CMV)
449/KGM �%��� (�&�
	������
�%���) Dengue Virus
450/KGM ��)�#����	( Epstein Barr Virus
451/KGM �;�	(��#( '���!��'( (�&�
	��	��) Herpes Simplex  Virus
452/KGM ���������'� (�&�
	��$:%) Influenza Virus
453/KGM !�	����������'� (�&�
	��$:%�@���) Para Influenza Virus
454/KGM �$	:#�&�
	��:% Measles Virus
455/KGM �$	:#�&�
	����@�� Mumps Virus (Parotitis)
456/KGM 
	�� Rota Virus
457/KGM 	������ Rubella Virus
469/KGM �	$��������������/�	
��������%��&��$	:#�
��Q Other Virus Antigen and/or Antibody Assay

�	$��������������/�	
��������%��&��	#��      Parasites Antigen and/or Antibody Assay
471/KGM �	��
�#��	��%��� Cryptosporidium
472/KGM '�#���'��:# Cysticercus
473/KGM ��)������� ;�#
������� Entamoeba histolytica
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(����� (������/�� �+
��,��� ���
�� Description

474/KGM �����%�� ������� Giardia lambia
475/KGM �����	�� Malaria
476/KGM ��
�	#��	��%��� Microsporidium
477/KGM .�#
�
'�� Schistosoma
478/KGM @)��
'!��#�� Toxoplasma
489/KGM �	$��������������/�	
��������%��&��	#���
��Q Other Parasites Antigen and/or Antibody Assay

�	$���<�$���	�:��#�      Inflammatory Diseases Markers
491/KGM ����� #��	�
���'�� 
� Anti-Streptolysin O
492/KGM 
�	��� '� 	����@�� C-Reactive Protein
493/KGM 	������%( ������	( Rheumatoid Factors
499/KGM �	$���<�$���	�:��#��
��Q Other Inflammatory Diseases Markers

�	$��'
����( ���
����( ���/�	
� #�	<����?���:��
��Q      Cytokines, Lymphokines and/or
Immunomodulators

501/KGM '�%�3 ���/�	
� '�%�4 ���/�	
� '�%�8 CD3 and/or CD4 and/or CD8
502/KGM ������	(���	�� Interferons
503/KGM ������	(����� Interleukins (IL)
504/KGM �:$	:�������	(����� Interleukins Receptors (IL-R)
505/KGM �����������/�	
��:$	:�.��%�����X�������$ Soluble Antigens and/or Receptors
506/KGM @����	( ��
�	'�#������	( Tumour Necrosis Factors (TNF)
507/KGM �:$	:�@����	( ��
�	'�#������	( Tumour Necrosis Factors Receptors (TNF-R)
529/KGM �	$��'
����( ���
����( ���/�	
� #�	<����?���:��
��Q Other Cytokines, Lymphokines and/or

Immunomodulators
599/KGM �
��Q@��<����?���:�$�@�� Other Immunology

�������	�
��
������������������������������������	��������� �! ��������!� ����� �'��������%#�)�*
�����
�	$���%���	�%:���      Therapeutic Drug Monitoring (TDM)

601/KGM ������
	��
% Anti-Asthma
602/KGM ���,�.�$�� Antibiotics
603/KGM �������'��(���	)� ��	:�\�
	����	)������
����� Anti-Neoplastic
604/KGM ��
	��:$X�������%�
�% Cardiovascular
605/KGM ��	����	�#�@#&$����� Central Nervous Systems
606/KGM ���%<�������@�� Immunosuppressant
629/KGM �	$���%���	�%:����
��Q Other TDM

�	$�#�	�#!��%      Substances Abuse
631/KGM ���������� ���/�	
� ��@���������� (	$�@:�� ��)�'(

��'�)
Amphetamine and/or Methamphetamine  (including
Ecstasy)

632/KGM ��?&�����@��	@ Barbiturates
633/KGM ��?&����
'�%��'��J� Benzodiazepines
634/KGM ��?&����������� Cannabinoids
635/KGM 
���� ���/�	
� ��������@(���
���� Cocaine and/or Cocaine Metabolites
636/KGM 
�%���� Codeine
637/KGM �����#%� (���'���� ��'�% �%��>������%) LSD (Lysergic Acid Diethylamide )
638/KGM ��@�
%� Methadone
639/KGM ��@��$�
�� Methaqualone
640/KGM ��	(��� ���/�	
� #�	�N�!$�]J^��&��Q Morphine and/or Other Opiates
699/KGM �	$�#�	�#!��%�
��Q Other Drugs of Abuse
910/KGM �
��Q Other

30.06 �����
!"#������
$
����GJ���%@��*�+����+�% 4 *�
����G&

Pharmaceutical goods specified in Note 4 to this
Chapter.

3006.20 - ���%����������
�����������!����)%� - Blood-grouping reagents
101/KGM �N������?&���
�%����)%��
�%�%� Red Blood Corpuscles Grouping
301/KGM �����
������������?\�( ('�	:����#() Anti Human Globulin Serum (Coomb's Test)
501/KGM �N����.��%������������)%��
�%��$ (��. ��� ��) Human Leukocyte Antigen (HLA) typing
920/KGM �
��Q Other
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(����� (������/�� �+
��,��� ���
�� Description

38.22 �G���	��#�GJ�G�
�,%����
�+�W��G���	��#(�%���/����� 	��G
�
�,%����
�+�W�@�/
O��� ���+�
�*$�*�
������	�
�+�W�
*$����+���(x��
��
�� ��
	�
�GJ���%@�����(������GJ
30.02 +�W� 30.06  �
�,%��������GJ�
��������

Diagnostic or laboratory reagents on a backing, prepared
diagnostic or laboratory reagents whether or not on a
backing, other than those of heading 30.02 or 30.06 ;
certified reference materials

������������"����+��� ��,	�
����������-�� %�! %#����"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
��"��#����

Diagnostic reagents on a backing, prepared
diagnostic reagents whether or not on a
backing

3822.00 001/KGM ��'�% ��#����# Acid Phosphatase
002/KGM �����������
�@	��#����	# �	
� �����@� �	
� ��#��!�@� Alanine Amino-Transferase or ALT or SGPT
003/KGM �:������ Albumin
004/KGM �:�
%��# Aldolase
005/KGM �:������(��#����# Alkaline Phosphatase
006/KGM ���
����� Ammonia
007/KGM ������# Amylase
008/KGM ��#����@����
�@	��#����	# �	
� ����#@� �	
� ��#��


�@�
Aspartate Amino-Transferase or AST or SGOT

009/KGM ����	(����� Bicarbonate (CO2)
010/KGM ����	���� Bilirubin
011/KGM ����'��� Calcium
012/KGM ����	%( Chloride
013/KGM ����#���	��	$� Cholesterol (Total)
014/KGM ����#���	�� .��%��
�
�	����$�������&�#�� �	
�

��.%����
Cholesterol (High Densitiy Lipoprotein (HDL))

015/KGM ����#���	�� .��%��
�
�	����$�������&���N� �	
�
���%����

Cholesterol (Low Density Lipoprotein (LDL))

016/KGM 
������#����	# Cholinesterase
017/KGM �	����������# Creatine Kinase
018/KGM �	�������� Creatinine
019/KGM #�	���
��	&����j�'X���
�% Electrolytes and Blood Gases Reagents
020/KGM �	?�
�'���� Fructosamine
021/KGM �������������@	��#����	# Gamma Glutamyl Transferase
022/KGM ���
�# Glucose
023/KGM �������@%��;
%	����# Glutamate Dehydrogenase
024/KGM ���
��'��@;�
�
����� �	
� �����@;�
�
����� Glycosylated and/or Glycated Haemoglobin
025/KGM ;�
�
������� 1 '� Hemoglobin A1c (HbA1c)
026/KGM 
;
�'�#����� Homocysteine
027/KGM �;%	j��'���$@��	�%��;
%	����# Hydroxybutyrate Dehydrogenase
028/KGM ���)� Iron
029/KGM �$��#���	{	$�X���	�:����)� Iron Binding Capacity (Total)
030/KGM �����@ Lactate
031/KGM �����@%��;
%	����# Lactate Dehydrogenase
032/KGM ����# Lipase
033/KGM ���:�	$� Lipids Total
034/KGM �N����.��%��
�
�	���%�$��	��#���|� Lipoprotein Electrophoresis
035/KGM ��
�
�	��� Lipoproteins
036/KGM ���>��� Lithium
037/KGM ������'��� Magnesium
038/KGM ����@%��;
%	����# Malate Dehydrogenase
039/KGM ��}�'�� Pepsin
040/KGM �������
�� Phenylketone
041/KGM ��#�������@	��( ���/�	
� ��#��	:# Phosphate inorganic and/or Phosphorus
042/KGM !�	(
�����
���� Porphobilinogen
043/KGM !�	(��	��	$� Porphyrine (Total)
044/KGM 
���#�'��� Potassium
045/GKM 
�	���	$� Protein (Total)
046/KGM �N����.��%
�	���%�$��	��#���|� Protein Electrophoresis
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(����� (������/�� �+
��,��� ���
�� Description

047/KGM 
'�%��� Sodium
048/KGM ��	����'��	%( Triglycerides
049/KGM ���	�� ���/�	
� ���	����
�	���X���
�% Urea and/or Blood Urea Nitrogen
050/KGM �	%��	�� Uric Acid
051/KGM �{�@%#���"##�$�.��%����#�	 Urine Multi-Constituent Test Strips
052/KGM .?%�	$�������"##�$� Urine Sediment Test Kit
053/KGM �{�@%#���"##�$�.��%#�	�%��$ 	$�@:��.��%��)%��

@%#��
Urine Single Test Strips including tablets

054/KGM �	%$����������%���� Vanillylmandelic Acid
055/KGM $������ �� 1 Vitamin B1
056/KGM $������ �� 12 ���/�	
� 
���@ Vitamin B12 and/or Folate
057/KGM $������ �� 2 Vitamin B2
058/KGM $������ �� 6 Vitamin B6
059/KGM #:���#� Zinc
099/KGM �
��Q@������������ Other Clinical Chemistry

������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
�#	�������

     Haematology

101/KGM .?%�	$����&��$����)��:$�����
�%@:����% (������$�
���@����@�()

Activated Clotting Time

102/KGM .?%�	$����&��$����)��:$�����
�%���#&$� (������$�
!�	(�.���@	��
�  !��#����@�()

Activated Partial Thromboplastin Time

103/KGM .?%�	$��"��:���		$���?&������)%��
�% (����	���.:�
������	()

Aggregation Factors

104/KGM �����@	����� 3 Antithrombin III
105/KGM .?%@%#���"��:���	��)��:$�����
�% (
��������.:����

���	()
Coagulation Factors Test

106/KGM .?%�	$��	��������:�\����)%��
�% ('���'�)  #N��	:�
��	
����:�
��:��

Complete Blood Count (CBC) Reagents for Automated
Haematology Analyzer

107/KGM .?%�	$��:�	���	������������)%��
�%�%� Erythrocyte Sedimentation Rate Test
108/KGM ����
�%X��?���	� (������j���:���:%) Faecal Occult Blood
109/KGM ���	�
����%���	�%.:�
�	%:�#( Fibrinogen Degradation Products
110/KGM ���
�#-6-��#��� %��;
%	����# (��-6-!�%���.) Glucose-6-Phosphate Dehydrogenase (G-6-PDH)
111/KGM �	����	��)%��
�%�%��:%��&�X���
�% Haematocrit (HCT)
112/KGM ;�
�
����� Haemoglobin (Hb)
113/KGM �;��	�� Heparin
114/KGM !��#��
���� Plasminogen
115/KGM �:$�	&� ���/�	
� �:$�:��:�� !��#��
���� Plasminogen Activator and/or Inhibitors
116/KGM 
�	���'� Protein C
117/KGM 
�	�����# Protein S
118/KGM �$����)��:$���
�	@	����� (.?%@%#����&���	)$) Prothrombin time ( Quick Test )
119/KGM ��N����N��!���&���)%��
�%�%�.��%�	����$
��'@( Specific Reticulocyte reagent
120/KGM �$����)��:$���@	����� ���/�	
� �	�����# ���/�	
�

��
@	
'���
Thrombin Time and/or Reptilase and/or Batroxobin
Time

129/KGM �
��Q@��
����$�@�� Other Constituents and/or properties of blood cells
������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
��

���
�������%#�/	�
��&##�������
��2

     Histology and/or Cytology

201/KGM ��N����!�������� 
�	
�
'� Chromosome Culture Kits and/or Reagents
202/KGM .?%�	$�%���)���<��X���
����
�� DNA in situ Hybridisation reagents
203/KGM ��N���]"��	����
����
�� Embedding media (Histology and/or Cytology)
204/KGM ��N���	:�\�#<�!��
����
�� Fixing reagents (Histology and/or Cytology)
205/KGM ��N����	���:$��&����
����
����#��%( Mounting media (Histology and/or Cytology)
299/KGM �
��Q@����
����
��$�@�� ���/�	
� �'��($�@�� Other Histology and/or Cytology
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(����� (������/�� �+
��,��� ���
�� Description

������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
��#��������

     Microbiology

301/KGM �N�������@��	�� Bacterial Identification
302/KGM @%#���$���$�&���������@��	�� Bacteria Susceptibility Testing
321/KGM �N������#�(���	� Yeasts & Fungi Identification
322/KGM @%#���$���$�&��������#�(���	� Yeasts & Fungi Susceptibility Testing
341/KGM �N�����	#�� Parasite Identification
399/KGM �
��Q@���?�.�$$�@�� Other Microbiology (Culture)

������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
'("����"��������

     Immunology

401/KGM �	$��:%�	���������%��&���$�����#����'� Anti-Nuclear Antibodies (ANA) Screening
402/KGM �������%��&���	(%�
����J� Anti-Cardiolipin Antibodies
403/KGM �������%��&���
�����%	�� Anti-Mitochondrial Antibodies
404/KGM ����� 
	 (��#��#-��) Anti-Ro (SS-A)
405/KGM ����� �� (��#��#-��) Anti LA (SS-B)
406/KGM �������#��)� Anti-Sm
407/KGM �������	(��)�!� Anti-RNP
408/KGM �������%��&�����
����	(���'��%#�����)%��
�%��$ Anti-myeloperoxidase
409/KGM �������%��&��'
�!��##������$
@	�J� Anti-neutrophilic Cytoplasmic Antibodies (ANCA)
410/KGM �������%��&�
�	����# 3 Anti-protenase 3 (PR 3)
411/KGM �������%��&�#�	�&�<����!� Allergen Antibodies
499/KGM @��<����?���:�$�@���
��Q Other Immunology

������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
)��3����"

     Genetics

     �$����������������������/�	
�
�	
�
'����
��?\�(

     Human gene and/or chromosome alteration

501/KGM @����}�#����?���
	��:�'�;���	( Alzheimer's Disease
502/KGM @����}�#����?���
	��
% Asthma
503/KGM @����}�#����?���
	����%��
�%�%���)� Atherosclerosis
504/KGM .��% ����	('��� 1 ���/�	
� 2 BRCA 1 and/or 2
505/KGM .��% '���� c-myc
506/KGM @����}�#����?���<�$�!:��
%���/�	
�{?���N�X��$:�$� Cystic Fibrosis
507/KGM @����}�#����?���
	�����$�� Diabetes
508/KGM @����}�#����?���
	���?&�����	%�$�( Down's Syndrome
509/KGM @����}�#����?���
	���?&�����	��%$�	(% Edwards Syndrome
510/KGM @����}�#����?���<�$����)�����X���
����
�� Haemochromatosis
511/KGM @����}�#����?���
	���
�%���;�
������� Haemophilia
512/KGM @���N����������������)%��
�%��$ Human Leukocyte Antigen (HLA)
513/KGM @����}�#����?���
	��$��%:�
����#�� Hypertension
514/KGM @����}�#����?���
	���?&�����	����(������	( Klinefelter syndrome
515/KGM .��% ��-	�# k-ras
516/KGM @����}�#����?���
	��:�����J�#����
	'�# Multiple Sclerosis
517/KGM @����}�#����?���
	��	�%��!	?� Osteoporosis
518/KGM .��% !� 53 p53
519/KGM @����}�#����?���
	���.��%
���'�#��� Polycystic Kidney Disease
520/KGM �	$���	����!:�>?(������@��#	���
�	@	����� Prothrombin Mutation
521/KGM .��% �	)� �	
� ��	(��@� ret
522/KGM @��#	����@
�����	# Telomerase
523/KGM @����}�#����?���
	���
�%���>���:#'����� Thalassaemia
524/KGM @����}�#����?���
	���?&�����	�@�	(���	( Turner Syndrome
539/KGM �$����������������������/�	
�
�	
�
'������?\�(

.��%�
��Q
Other Human Gene and/or Chromosome Alteration



��
���%���� �
�.                            ��������	
� ����
��
��	
����������������
�����������������
��������������
!"#$%��&������������
���'��# 53

(����� (������/�� �+
��,��� ���
�� Description

     �	%��$�������!
���N����.��%�?�.�!      Nucleic Acids Based Detection for Microbiology
540/KGM �N�������@��	�� Bacterial Identification
550/KGM �N����	� Mycology Identification
560/KGM �N�����	#�� Parasite Identification

�N�����$	:# Viral Identification
571/KGM �$	:#�:��:��#� �� Hepatitis B Virus (HBV)
572/KGM �$	:#�:��:��#� '� Hepatitis C Virus (HCV)
573/KGM �.
����.��$� Human Immunodeficiency Virus (HIV)
579/KGM �N�����$	:#�
��Q Other Viral Identification
589/KGM �	%��$�������!
���N����.��%�?�.�!�
��Q Other Nucleic Acids Based Detection for Microbiology

599/KGGM �
��Q@��!:�>?�		� Other Genetics
������������"����+��� ��,	�
����������-�� %�! %#�� ��"�
���+��� ��,	�
�."!�0��" ���	��,������������������ 
�'��������%#�)�*�����

     Pharmacology and Toxicology

     ��%���	�%:���      Therapeutic Drug Monitoring (TDM)
601/KGM ������
	��
% Anti-Asthma
602/KGM �����.�$�� Antibiotics
603/KGM �������'��(���	)� ��	:�\�
	����	)������
����� Anti-Neoplastics
604/KGM ��
	��:$X�������%��
�% Cardiovascular Systems
605/KGM ��	����	�#�@#&$����� Central Nervous Systems
606/KGM ���%<�������@�� Immunosuppressant
619/KGM ��%���	�%:����
��Q Other TDM

     .?%�	$�#�	�#!��%      Substances Abuse
621/KGM �����;��(,��@�� (��@����) Alcohol,Ethyl (Ethanol)
622/KGM ���������� ���/�	
� ��@���������� (	$�@:�� ��)�'(

��'�)
Amphetamine and/or Methamphetamine  (including
Ecstasy)

623/KGM ��?&�����@��	@ Barbiturates
624/KGM ��?&����
'�%��'��J� Benzodiazepines
625/KGM ��?&����������� Cannabinoids
626/KGM 
���� ���/�	
� ��������@(���
���� Cocaine and/or Cocaine Metabolites
627/KGM 
�%���� Codeine
628/KGM �����#%� (���'���� ��'�% �%��>������%) LSD (Lysergic Acid Diethylamide )
629/KGM ��@�
%� Methadone
630/KGM ��@��$�
�� Methaqualone
631/KGM ��	(��� ���/�	
� #�	�N�!$�]J^��&��Q Morphine and/or Other Opiates
649/KGM #�	�#!��%�
��Q Other Drugs of Abuse

     #�	@��!�\$�@��      Toxicological Substances
651/KGM ���'����
���� (!�	��'�����) Acetaminophen  (Paracetamol)
652/KGM �	%;�!!�$	�� Hippuric Acid
653/KGM ����� Phenol
654/KGM '���':���� Salicylate
655/KGM �	%��	���
	��'���� Trichloroacetic Acid
669/KGM #�	@��!�\$�@���
��Q Other Toxicological Substances
699/KGM �
��Q@���<#:.$�@�����!�\$�@�� Other Pharmacology and Toxicology
799/KGM �
��Q

3822.00 800/KGM ������������"����+��� ��,	�
����������-�� %�! %#����"�
���+��� ��,	�
�."!�0��" ���	��,�����"	�� -4�,���
���

Laboratory reagents on a backing, prepared
diagnostic or laboratory reagents whether or
not on a backing

3822.00 ���+���� �� �����,�� %#�� Certified reference materials
901/KGM #�	�$��?� ���/�	
� #�	���	��� ���/�	
� #�	�@���

�	���� #N��	:�X.�$����W:�
%���	$���	���(#�	X�#���#&�
�	$����	&�����

Controls and/or Standards and/or Calibrators for
Diagnostic Reagents for Analysis of Substances in
Biological Specimen

999/KGM �
��Q Other
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