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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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38 39 40 41 42 43 44 45 U w.q. 25..

Ao o aa ~ S o o g A8 o A QY Y s aa
*WAATHATOA 3822.00 0 002 (T1019URA ﬂ7ﬁ5ﬂ?°b’?uﬂ753ui}ﬂflﬁiﬂ?‘D’ﬁﬂi!?iaﬂ]gl]ﬁﬂﬁ"l)

v £
mei 6 Uszmadusuiauazswauluvumsiudhygarhemagon Ainasiaana 3822.00 0 002

sz A e/ S luvy
Aursuiia 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




s
10 | 100350 Tnsamsmssamhgdeyatazmsadiszuudamumnindndaduaiyathomaseunismsunnd aiuayulag and.

] v
151970 6 1Jizmﬁﬁuﬁuuﬂuazﬁ‘i1mu°1mumiﬁwﬁ’vmﬁwmmau NAATHATDA 3822.00 0 002 (AD)

szmea ) wet. / Sl
Fun1Ln 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
suwdwulszmeaduduia /1 26 30 33 31 36 46 39 42
sawsunuluau /3 2,330 2,628 2,835 2,718 3,448 4,112 5,067 5,329

1o ) v o a A
- = Vlmeimzmmﬂﬂizmﬂﬂummﬂu
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{ 3 J o g’ 1
MNANTIN 6 awruNmMaigaiemadey seuied) wel 2538 D9 we.
Ao Y o A ' Y o a Aa o ¥ A o da 1w
2545 UUIULsEMAAURUTATEHIN 26-46 Useina Uszmaaunuianimsiiinaanumnaaaenuaaen
Al Ao ' = Y o a a A '
8 U U maw 22 dsuma Tuserang wa. 2541-2545 Hdsemaaudutanminlvy 3, 7, 11, 4 vaz 6 Uszna
o v A A A a Y o ~ 2 A o Y 1 A =
MuaIAU ualiied 4 Uszma Ao dszmaominmla a5 Tsane uaziaue Humsiuiaeiiowaull
9 A Y o A A ldy = Aa a & & (=Y
W.e1. 2545 Voyantsemaausuiamylnitionvsianurnas lagamiadainnani
Uszimgdududanilovumniiga 5 §wousn Aeausgomsm  westuil
answerains diuaa wazgiu Gswanlvvuseningdl 2538-2545 sanlszanudesas 80 veei MU
H a 3 oo
Tovusan (3199 7) vazilsunaarasiudesas 79.8 waz 71.8 Tdl wa. 2544 taz 2545 MudIAL

k2

] [l [ Y
uadadrumsriinvesszmansosad i luae i lutdsemalanluvumnayudam

]
a A o = o

ms1ai 7 dsemadusutdantisauluvianniige s ddunsn (iasiaana 3822.00 0 002)

Uszine A we. / $waluu
(?]Iuﬁ'llﬁﬂ 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
33U 1,180 2,174 2,342 2,205 2,784 3,322 4,042 3,824
swanluvusaunmlszmer | 2,330 2,628 2,835 2,718 3,448 4,112 5,067 5,329
%IE)EJEW 80.7 82.7 82.6 81.1 80.7 80.8 79.8 71.8

4.1.2.4 Uszmaduma
o o 9 a [ u’t:' Aan 9
anvazmMaHansuNNUNINgMuadAveInTuFaMnIIzLEaTzmAR LN

=& a a o S Y o a = [ o % ) 9 :’ a o @
FpUNAwlszMANINAANUNNUsZmaa U Ul ’dTﬁﬁJﬂﬁu1Lﬂl1ﬂ§ﬂu181ﬂﬂﬁﬂU1UWﬂﬂiﬂﬁ

o A

ann 3822.00 0 002 13l w.a. 2545 Tszmaduiniia 42 Uszma uanlszmaduni 41 Uszme a13199 8

]
a IS)

uaassulszmadunsvetsemaduiuidanismauluvugaga 10 S16uusn

]
a ~ o

a o v Y o Ao o ~
MINN 8 mujuﬂizmﬂmumd "U'E)\‘lﬂ'i3Wlﬁ@]uﬂ“uﬂ'ﬂllﬂ?u')ublﬂmulnﬂ‘ﬂq@ 10 aWﬂ‘]JlLﬁﬂEUEl\T]J N.¢. 2545

(NAATHAADA 3822.00 0 002)

§19uN szmadusuiia iy Sulszmaduma
1 ANIFOINTN 2,388 19
2 CRERNIY 704 10
3 ARTIYOIUIINT 368 9
4 HSuma 152 7
5 iy 212 7
6 RLAMTH 108 1
7 R LG 145 3
8 aesesiaud 101 4
9 AU 71 6
10 ama 46 1
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NAAINN 8 zTuNNMszmaduinianimsiungeganelssmaaniy

a 2 9 o = 9 1Y U = =1 v A
215N NUTEMNAAUNIIUIU 19 Usuna  51eazoeavedlsamaaun1endnan  wseumeunui w.e.

2543 uay 2544 vandl3lua1snan 9

=

H 4 { @ a < o A
MmN 9 s1e¥erlszmeadunmalull wa. 2543-2545 Wldsamaanigonsmuilullszmaduduiia

(NAATHAADA 3822.00 0 002)

v . Uszmsdung
Uszmaduniniia
N.A. 2543 W.A. 2544 .. 2545
ANIFOINTM 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
U 18 17 19

Y A = o a ¥ & "o o Jdo
mﬂmagaslumﬁw 9 @Tﬂi]$3Jﬂ’.]13J“H111EJGLL!ﬂﬁi]ﬂﬂﬁl"NﬂﬁﬂY’]NvliJﬁilwu‘ﬁﬂﬂ

o a

o a { o L8y a a 1 { < Ao @ aa
ﬂ’ﬂilﬁ'”lﬂﬂllf]ﬁ’J‘lﬂﬂ1'§ﬁL‘]Juﬂﬁ3IEJGIﬂ!ﬂ°UQWua1uﬁ'1ﬁ15mqslll‘lfﬂi$U1ﬂ’WIEﬂ Lm%ﬂuﬁaﬁlﬂUNWﬂWﬂWﬂﬂﬁﬂﬁﬁﬂﬁ

]

= A (I} = ) @ 9y v 1 oA 1 A A o
319MIRYINe 3822.00 0 002 "lumwwmwammumﬂ&vﬂsﬂwummn msaniuauludrnineny

v
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d o Z
42 MIIANHIZVUNNAIUMIAHINANYEANEMATOU
d [ :
421 M3INHIZVUMNAIUMIVAHIIAKYEANE AT
U &% o a { [ [ [} 4 o [ § '
Tuilagiuimsdutduanuwnerdumssanuianynieslonnndluszaudinaiizoni
1 E4
Global Medical Device Nomenclature Project (GMDN Project) FalszuUag 9 Aail
I @ ]
1. CNMD Classification Name for Medical Devices Lﬂuizunmﬁ%wmwyﬁﬂﬂ FDA
(Food and Drug Administration) Y941 S §oIUTM
2. EDMA European Diagnostic Manufacturers Association in vitro diagnostic product
classification 19 luiszimsians o) Tug sl
3. 1SO 9999 Technical Aids for Disabled Persons Classification 19 115z@uana
4. JFMDA Japanese Medical Device Nomenclature GL%’Gluﬂizmﬁtﬁﬂuuaz‘uwﬂismﬁ“lu
=) 4
IS RIS
. . . Y 4 o
5. NKKN Nork Klassifsering Kading & Nomenklatur 15wl szmauasnduazszinea
Tuglsinalsgne
6. UMDNS Universal Medical Device Nomenclature System Walag ECRI (ECRI’
UMDNS) ¥ luaunsgomsim vdszmaluglsy vazdsamaduulszma
b .
7. EN IS015225 Nomenclature 19 1uglstuazifumasgiuananldlumsaiuquuas
A Y]
vanulaguieya
Tumsinsandanunangiiie llinaszuuidedemsiruasiadada wazdieaomsnu
A o o g Y 3 Jgau A o A A~ Y 4 @ v
Widedaniuugiudeyativ anuzgIdenIsanaa@enINIzuUNLMs 15 luesansuas aa1iud1ag
Y
U 4 52UV A9
4.2.1.1 33VUABH Medical Device Name 409 US FDA'
1< lo o g - . ] o Aa
Wuszuuniaiiulae FDA (Food and Drug Administration) UHI@WSFOINTN
A o o o Aa 9 v Ao U dy Y Y A
wiellse Texr lumsniugy MY qua tagnszuIuMsuIHIsTeya  Arldanantlsznoualsnislsmse
v 9 9
M381989 medical device codes NVOVUNZILoUAY FDA szuUiinIUANIAG Center for Devices and
Radiological Health
US FDA 9A%1 Standard Product Nomenclature (SPN) sgll’JEJm‘j AMHUA “KEYWORDS”
A v A v W A Yy 9 I ' ' v .
MmnzaunaziaEenudnys Taelszuulassaiudoyailu 3 dau damnsnilsznoudie Device name
% 4 a 1 { I @ a o o 1
(@ l¥ueninsosiiammeiazeiu1e Keyword) d@iuiaouilu Panel and Code (19uanssiananiaal) diu
faw 1Aun Class 1az Regulation (14uonszaumsaiugu My gua) 1az Medical Device Regulation 21 CFR

(used for device definition including regulatory requirements)

NOUN ADJECTIVE ADJECTIVE PANEL CODE CLASS REGULATION
Pump Infusion Insulin 80 LZG I 880.5725
Amphetamine Enzyme Immunoassay 91 DKZ I 862.3100

Acid Phosphatase Cytochemical 88 JCI I 864.1850
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v a o ' A ) d oy o
TUANAANUN (Product Code) "'l,umuw 2 "UENIﬂiﬁﬁi?ﬂﬂigﬂﬂﬂﬂluﬂﬂﬂiﬁﬁ 5

v o o v o @ v o @ @ 1 L4
“nan (MUY 2 ¥an UAZAIDNYT 3 Han) T@ﬂiﬁﬁ@nlﬁ"u 2 “an IAHVIANYANTIVURNIEN NN TUNANY

(medical specialty) @91l

Medical Specialty

73
75
77
79
81
83
85
87
89
91

Anesthesiology

Chemistry

Ear, Nose, and Throat
General and Plastic Surgery
Hematology

Microbiology

Obstetrics and Gynecology
Orthopedics

Physical Medicine

Toxicology

v o

Medical Specialty

74
76
78
80
82
84
86
88
90

Cardiovascular

Dental

Gastroenterology and Urology
General Hospital
Immunology

Neurology

Ophthalmic

Pathology

Radiology

! o @ agz’ < @ 4 a o Jd
AIUVDNTHANIDNYT 3 HaNHWDUMTUAANONANHALRWIZUBINAAN UNLADE

FiA MINMUATHAGNYTH US FDA Hudiviualdio

[y

U

42.1.2 szuvarHvesdszmauninan’

9

A A
TSUUUHY

@ v o

Y A @ A
ez InaneInuIZUUNIAN

P4

= = o =R =K
Julae US FDA lagiimsmiianana

1 o a 1 a a o (o’j v {
ﬂi%‘ﬂﬂ@]@é}iﬂﬂiﬂﬁ ADYUYBU ftﬂﬂﬂ’ﬂllWﬂWﬁ1ﬂcluﬂTi@]i’Jﬁ]ﬁ?ﬂWﬁ@]ﬂﬂ!“ﬂMU”} TaoLenNooNAINTZALANIT

(F 4 St
Class I
Class II
Class 11T

Class IV

a4 9
ANVLTUIUDYTA

A ] ' A T Yo a
ﬂ'J’liJL’GTfNu?JEJ@l@G]ﬂJ%u L!,azmﬂﬁm‘uﬂmmaggmmm%‘

ANV UND A YUBY LAZITBIGIADASUUTMS

ANUIFSININADYLF

4.2.1.3 52UV ECRI’ UMDNS’

f. Ml

Health Devices Source Book

NU2891U Emergency Care Research Institute (ECRI) ﬂlﬂﬂﬁﬁ%ﬁ@m?m Tag

' A Yo o o A o ' a o ¢ A A s ]
AIUITINUDUDY WHO 1@%@%153“1]ﬂ?i@lﬁ%ﬂllaz’ﬂﬂﬂﬂjﬂﬂyﬂﬂﬁWa@]ﬂmcﬂ IATOINDNITHUNNY Tﬂﬂcl"]ﬁﬂ‘]sﬂ

o I o I 1 o o Y ' . .
sanquilundn ervulaillunmpaigg Iiaeandesnunudengs’ld s2uVEen31 Universal Medical

Device Nomenclature System (UMDNS)

4

a o L4 A = q ¥ J
UMDNS 9233UTINTIEIMIHANNUN ATOIND Q‘]Jﬂim Al luniamsunng

& d o ¥ 1 A A ¢ o Adquq 9 A wa A o o4 A v
wnailunan 1dun meslle gunsal sheildludewljiams waadusidweunieeldlulsmenna

Y] ' X 2 Y = v o Aa o ¢ Y a Yo ' Yo o
uazizumayjamq o (Informatlon System) ﬁ?ﬂﬁm@ﬂﬂﬂlﬂyjﬂlﬂﬂ?ﬂﬂﬁjwa@mm“ﬂ nga@ mmmﬂ EJ‘L!'IL"U'I
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a 1 qszl dy a 1Y [ 1 o o = ~ 4 a [ & 1
Auimsgounsy aa4 919 InelivanlumssanuianyuiommuamnldisonFonandusidinan (UMDNS
4 o o I ~ t:?’w o v o
Vocabulary) Iddeasnuldgndesaseiunaziuainaiiga uenandidasmuasiadiay (UMDN code:
£ q 9 & A Y gy 9 a A A \ o A o @
uMDC) Fuldluszun memsdudu ldmdeyasioaziBeamu@y 15y guanvuzraadiuR 5I1A1 WIATFIV
MINAN 1841 N1 ECRI laae
| Y Y
. Tnsenavesszuuteyailszneud e
1. Main term / generic device group term AUAIAVTHE V09 UMDC
. . . < @ @ g Ao 1 g '
(Universal Medical Device Code) Wuauav 5 a7 lursaundauuadu 2 nu

(XX-YYY): XX = 10 - lag1iu 18, YYY =000 - 999

]
A A o \ o

<3 9y A Y 2 A a
2. Cross references Lﬂumayamﬂﬂﬁﬂazmﬂmwmmiummmm / NAUM
. Y A 'dy 1 9 uajl dy o ] yzi = VA g
YD Main term ﬂ’JN‘HiE]UhJTLﬂW1$ﬂq3Jh1ﬂ MUNITIEANVYDI UMDC Vlu"lﬂﬁamﬂmﬂwy, ‘1/]!1]1!321‘].]‘].]1@ 9
Ay g a o d
f. NITUAUYBIANANNUN

Information by Products & 2 51J1)

1. Product Categories ¥M39@ 2 111U
1.1. Alphabatic order Usznoualy vocabulary term, UMDC number 1%

cross reference

UMDNS controlled
vocabulary term UMDC number Reference to Health devices

Evaluation and Healthcare

/Product Comparison System

Surgical Head Coverings [13-882] report
Surgical Helmet Systems [11-995] (Health
Devices 1996 25: 116; Product Comparison)
- see also
Body Exhaust System Cross-reference to

alternative product

1.2 Clinical specialty: H1LInuIaNYMUANUABINT IFN1eAdiing199

= ] a o o I U Y
39 UMDNS 92119 waanusilu 31 nauy Ulﬂl,l,ﬂ

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
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. .. o_ v @ L g o w
1. Numerical listing ﬁmmﬂmmmmwm UMDC Gdﬁuﬂummmmsfhm
9 = a Qs}/ 1 == % =~ o w @ a
mﬂqmagaiﬂalluuixuu%q ITUANLS 10-000 IUDY 18-569 1uﬂﬂﬁ;uu (2001) TAgNSITE9RIAL 2 HANUTN 153

10--- D9 18- 1AL 3 NANUAEY 151 --000 D4 --999

UMDNS controlled
UMDC number

vocabulary term

18-413 Pads, Breast, Self-Examination
18-414 Cholesterol Test Kits
18-415 Lithotripters Extracorporeal

Electrochemical

E4
= £

Y 9 Y A g a Ay ¥ Y
nnmsaudeyadnbaztl  dwnsofszdumusEnineIvesld lasAude
Y . . . IS d‘ o [ =
A28 Product Listing Section utazwiniimsiasuuilasdilvy neglistems Word Changes to Product
. Y ~ A (= a Y A Aa o (:: Y =1 .
Categories 1NN uazlunsain lulimanaa msldnTovrenandusitiundlnzil 519mM3 Product Categories

Deleted Wi}

4.2.1.4 53UU EDMA Classification of In vitro Diagnostic Products’
N3 fljﬂﬁnﬂﬂﬁﬁwaﬂﬁmcﬁﬁ a1 lag European  Diagnostic =~ Manufacturers
Association (EDMA) Tﬂﬂﬁ5’@1qﬂizmﬁsﬁamiﬁ‘i’ﬂﬁmﬁﬁmimmwﬁmﬁmmuﬂtjmm In vitro diagnostic
products Taed 2 daufe reagent classification LIQ¥ instrument classification ‘V‘?ﬂﬁ 03d ?Ju{fﬂ%ﬂfmfrglj’lﬁl EDMA-
[

{ @ @ @ <] @ ' o a wa 4
Code MIu@Usvid 10 wan 2 ‘waﬂmﬂgﬂumiﬁmwumwwmﬂizmmmwaﬂcluf’i’mﬂ;]uwmwnmmwm

AWNUYIN 4
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a

v k4
!!W“I—!Qilﬁ 4 ﬂﬁ%ﬂﬂM?ﬂﬂﬂJﬁﬁﬂﬁWMﬂﬂﬁ@U@nﬂJigﬂﬂ EDMA

EDMA Classification 2001

REAGENTS
I
[ I I I I ]
11 12 13 14 15 16
Clinical Chemistry] |Immunochemistr Haematolog Microbiolog Infectiou Genetic
Culture Immunolog Testing
1101 | 1201 || 1301 || 14 01 || 1501 || 16 01
Enzymes Sp.Proteins Haem. Reag. Bacterology Cult. Bacteriology I.Im. Inborn Gene Alt.
1102 | 1202 | | 1302 | | 14 02 | | 1502 | | 16 02
Substrates Allergy Haemostasis Bact. ID & ST Hepatitis Viruses Acquired G.Alt.
| 1103 | 1203 | | 1303 | | 14 03 | | 1503 || 16 90
Electrolytes Tumor Marker Blood Groupg. Mycology Cult. Retroviruses Other Genetic T.
o 1104 | 1204 || 1304 || 14 04 || 1504
Electrodes Thyroid Funct. Tissue Typing Viral Culture Other Virology
L 11 30 | 1205 | | 1305 | | 14 05 | | 1505
Multiple CC Fert./Pregn. Monocl. AB Parasitology Parasitology I.Im
| 11 50 | 12 06 | | 13 06 | | 14 50 | | 15 06
Controls CC Ind.Hormones Cytokines Controls MB Mycology I.Im.
o 1170 | 1207 || 1307 || 1470 || 1530
RapidTests CC Anemia/Vit. Histology RapidTests MB Multiple Inf.Imm.
1190 | 1208 || 1390 | | 14 90 | | 1550
Other CC TDM Other Haem. Other MB Controls I.Im.
1209 || 1570
DoA / Tox. RapidTests I.Im.
| 1210 L 1590
Autoimmune Other Inf.Imm.
| 1211
Rheumatoid
| 1212
Sp. Organ F.
| 1213
Cardiac Markers
| 1230
Multiple IC
| 12 50
Controls IC
| 1270
RapidTests IC
1290
Other IC

Y v A I @ 1 @ v A I ¥ o W
RUIHAYaNN 3 La 4 Lﬂuiﬂﬁﬂquﬂ?il%ﬂu TUNANANN S UL 6 Lﬂu’iﬁﬁﬂ?ﬂ‘ﬂ
1 1 o v A I v o w a A o o o o A lel =
[GENLRLY) TNANANN 7 Uay 8 LﬂUSﬁﬁﬂWﬂU%uﬂﬂﬁﬂﬂﬁﬂﬂﬂi% MUIUIHTHANN 9 Uag 10 UU QTIUNIT
o 9 axAq ¥ o £ @ o W vq ¥
dmSuvenisnldvesmsnaaeuiiug Feilagiiu EDMA a8 15
4

MIVANNIAYYYDY EDMA mﬂumiamﬂm’ﬁqazuu Global Medical Device

Nomenclature (GMDN)
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Y

HAMINITUINIIANUIAKYNT 4 SzUD Tddeagin
o :‘ A aa o 1 A o 4 [ @ o Y
1. msswmuasemsygaieuneliinelsa luuaszuniiaglseasduanaianu sld
Y] 1 1 [ Y] 4 %
szuumsdanuanyuanaeiull Tagszuuves US FDA tazszuuvelszmeuaan iagilszasdnan

o w o P A A o =& = H o P = = A
TumsiinuguannuilasasslumsldnuveunTesiounnddesmdgahenduiegdie Talinemsnios
A P2 (] = v o w A A g} o < 9 o v A
Pounndous ednaziden mivanliyderemmzvesyaihenduiazilizdssnauenitienseonainiin®
518%03U

o v A

2. szuuves ECRI hildniuszuuniuguanuasasslumsldaunasaniindse
A Aa o P A = S =1 [l = [
FONAANUNTUIAT0INBUNNIDENALID AT UIALINY
@ 1 4 rd a o 4 31 ]
3. mstanuIakynTeleunnduasnaasungahenduioglves US FDA szuu
{ 4 o [ a o 4 09/ o [ 03: o
YOWAUIAT HAZIZUY ECRI iiuiwiesdounndunniwaasusiygarhoduiagl duiutydsenisda
] [ td a o o’oy o o o
nszaellauaiudeg veserummznemsunng misumsemsvesnansuaithedusegliaih lden
! I o A v 7 v J
ni1 uennndlgmhendusegiswawnaitingldlse Tesnilumamsunnd ldvareann swmsyatio
o a = v R Y o Y a [ d A = v A o 1
dusagiriiamernuiserngnussy luamvmmezneatsan  dldndaduaistdadenulsiaunni
1 5%a waganaeneanuduaulunelfia
I~ @ 9 A o =R aa 9 a o ' 3’ O]
4. 3zUUURY EDMA tlumsiagiudeyameiivnnadanmsnnandaumngariiendus
=® = A I | A [V ] [
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- DIAQUICKLYSE-B
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- DIACLEAN-B

- DIALINE-B-DIFF DILUENT

- DIALYSE-B DIFF
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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.
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1. Food and Drug Administration. Classification Names for Medical Devices and In Vitro Diagnostic Products.

HHS Publication FAD 95-4246. March 1995.
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A|B|C|D|E|F|G|H|I|J|K|L|M|N

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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A|B|C|D|E|F|G|H|I|J|K|L|M|N
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 2
406 | Helicobacter pylori 1 1 1 1 1 5
407 | Leptospira 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 2
414 | Salmonella typhi 1 1 5 1 8
415 | Shigella 1 1
416 | Streptococcus pneumoniae 1 2
417 | Treponema pallidum 1 1 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 2
432 | Candida 0
439 | Other Yeast and Fungi Ag/ Ab | | | | | | | | | | 0
Viruses Ag /or Aib Assay
441 | Hepatitis A Virus 1 4 3 1 4 14
442 | Hepatitis B Virus 4 8 2 1 4 6 15 1 44
443 | Hepatitis C Virus 1 1 1 2 1 2 9
444 | HIV (Antigen) 1 1 1 4
445 | HIV (Antibody) 2 2 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 4
457 | Rubella Virus 2 4 2 2 1 1 13




aduayuTag ana. ERUNRMER(] Tﬂﬁmsmﬁﬂﬁ1§mﬂ’fay_auaxmsﬁ%’nswuaﬂmumi131ﬁ’fmﬁﬂﬁmcﬁﬂ;mfmmﬂﬁawnmmwmtf 41
S - vSimduszneumsiidhymemaaeua T
D E F G H 1 J
469 | Other Virus Ag and/or Ab Assay 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 2 3 13
489 | Other Parasites Ag / Ab Assay | 0
Inflammatory Diseases Markers
491 | Anti-Streptolysin O 1 1 3 7
492 | C-Reactive Protein 1 1 4 8
493 | Rheumatoid Factors 1 1 3 7
499 | Other Inflam. Diseases Markers | 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 4 7
603 | Anti-Neoplastic 0
604 | Cardiovascular 5 10
605 | Central Nervous Systems 5 7
606 | Immunosuppressant 1 4
629 | Other TDM | ) 2
Substances Abuse
632 | Barbiturates 2 4
633 | Benzodiazepines 1 4
634 | Cannabinoids 2 4
635 | Cocaine / Cocaine Metabolites 1 5
636 | Codeine




P
42 5180350 Tasamsmssarmhgndeyasaznmsadszuudamumniuindasusigaihomageumamsunnd aivayulag and.

. wSimdszneumnindhgmiimanena
Ine 31YMI EREY]
A B C D E F G H 1 J K L M N
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
510 [ other L T
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 | Otr N O O O
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




aduayuTag ana.

’
wu3de Tasamsmssaigmdeyauazmsadnszuudanumsihdhwaadasigaihomageunemsunng

43

>
viEndlsgnoumsihiingathemagou

Ine 31YMI EREY]
E F G H 1 J
129 | Lactate 1 2 5
130 | Lactate Dehydrogenase 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 3 6
137 | Malate Dehydrogenase 0
138 | Pepsin 0
139 | Phenylketonuria 0
140 | Phosphate inorganic / Phosphorus 1 1 1 5 9
141 | Porphobilinogen 0
142 | Porphyrine (Total) 0
143 | Potassium 1 2
144 | Protein (Total) 1 3 1 3 1 4 14
145 | Protein Electrophoresis 0
146 | Sodium 1 2
147 | Triglycerides 1 2 2 1 1 5 13
148 | Urea and/or Blood Urea Nitrogen 1 2 2 1 3 8 18
149 | Uric Acid 1 1 2 1 1 2 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 3
153 | Vanillylmandelic Acid 1
154 | Vitamin B1 0
155 | Vitamin B12 and/or Folate 1 ) 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 1 4
203 | Aggregation Factors 0
204 | Antithrombin IIT 1
205 | Coagulation Factors Test 9
206 | Complete Blood Count Reagents 1 20 25
207 | Erythrocyte Sedimentation Rate 0
208 | Faecal Occult Blood 1 3
209 | Fibrinogen Degradation Products 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
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 | AntiLA (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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D E F G H 1 J K
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
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
679 | Other Viral Identification 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
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A|B|C|D|E|F|G|H|I|J|K|L|M|N
725 | over o e T T 1T 1T 1T 1T 1T 1T 1T 1T 1T T
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 | | | I 291
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Usznn|dsziandos| siaada 3183 Description

30.02 Lﬁﬂﬂu‘l{ﬂg deadnin 5ﬂﬁ1ﬁ1w§lﬂi%§lﬂyﬂ"m l{]'ﬁN Human blood; animal blood prepared for therapeutic,
fulsaniediedelsa uaua®s Lm%ﬁuﬂiﬂéﬁuﬁ}l‘] prophylactic or diagnostic uses; antisera and other blood
voudon LasNandaal gﬁﬁ'uﬁu?wmﬁmgﬂmﬁﬁ fractions and modified immunological products, whether
Iﬂ&lﬂ;ﬁ3U’Juﬂ1iﬂ1§£ﬂﬂiuiﬁ§§3ﬂ1w ﬁ?ﬁ)‘lijﬁﬂgu or not obtained by mean of biotechnological processes;
FINNVINTHU NONFU qﬁuw’% é;ﬁ"léfmﬂmnwmﬁ 8 [vaccines, toxins, cultures of micro-organisms (excluding
(Ulijiﬂilﬁﬂ?;lﬁﬁ) HazNAnS NNy yeasts) and similar products.
- LBUATT LLﬁ:LLWiﬂ%uE‘JéuC]'ﬂJEJQ!ﬁ@ﬂ UazHaN - Antisera and other blood fractions and modified
fusigiduiuinedau/aiildainnszuinunisna [immunological products, whether or notobtained by
maTulaggnmyse lufaw mean of biotechnological processes;

3002.101 --- uaua«‘fﬁma$wﬁmﬁmw‘fgﬁﬁ'uﬁu?mmﬁﬂuﬂmﬁ - - - Antisera and modified immunological products,

SiaT1siars ludvavnsianrnsvnianiviadiniin |in biological specimen
101/KGM |uaan 1- uas/vsa uaanr 2- lulasinaydu Alpha 1- and/or Alpha 2-Microglobulin
102/KGM | uaan1illalu/séu Alphafetoprotein
103/KGM |1 2- lulasinaydu Beta 2-Microglobulin
104/KGM |uaudiauzaviiaifanssimiziiaarts Bladder Tissue Antigen
105/KGM |wuenvadauzavassguazinlaus Bone and Mineral Metabolism
106/KGM |uaudiauvavivadusiso Cancer Antigens (CA)
107/KGM |uaubiiauvavarsd Tuauysila (d51a) Carcinoembryonic Antigen (CEA)
108/KGM |tzslawaradu Ceruloplasmin
109/KGM | UgAsenaauwdiuusisiu (Hhaz 50) Complement Activity Total (CH50 )
110/KGM | pauwdiuus 4 3 (1ua1 1 F) Complement Component C3 (beta 1 C)
111/KGM | Te/sdudvunse lusiu Fatty Acid Binding Protein
112/KGM | iWaséiu Ferritin
113/KGM | BTuTnaiu a 1 4 Hemoglobin Alc (HbAIc)
114/KGM | Ta Tugainau Homocysteine
115/KGM | gasTuu uas/mia T/sdusivdinnie Bywug Hormones andj/or Proteins Indicating Fertility Function
116/KGM | gasTuuziofin1e Tsaiuinatu Hormones Indicating Diabetes
117/KGM | ZunulailaiinlnullaInsily (1av43) Human Chorionic Gonadotrophin (HCG)
118/KGM |BuyTulnayduia/G/58/ 3/ 18u ImmunoglobulinA/D/E/G/M
119/KGM | lal1/1i/56u Lijpoproteins
120/KGM | lulalaaiu Myoglobin
121/KGM | ansrivBnisviiuavsay lsviazavssuy/ssan Neuroendocrine Function Markers
122/KGM | uaudiiauzasnaugniuin Prostatic Specific Antigen
123/KGM | susualauaavnssaauasinldaus Renal Metabolism
129/KGM | IsT5Thaydu Thyroglobulin
125/KGM | aa5Tuunaustsaas Thyroid Function Hormones
126/KGM | nsruaiwasy Transferrin
127/KGM | TnsT/iu Troponin
199/KGM | Sugmiviafiadin Other Clinical Chemistry

Y A A 153
llﬂﬂ']ﬂﬂiz‘U'JL!fﬂi‘l/'lNmﬂiuiﬁﬂﬂﬂﬂﬁ/‘lﬂiﬂqﬂﬂﬁ1i\l

ynasIavsasenitadtunisiaadaiaanis

dansIarsaieniitdtun1siaaseinanis

a - 9 1 & o
Sias1iars udvavnsiaansvniemvidada
Inenuaz/visatagine

whether or not obtained by means of biotechnological

processes

Diagnostic reagents for analysis of substances

Histology and/or Cytology

201/KGM | Suidaiflanivgddusiu Immunohistology
299/KGM | Bugmiidaufaineuas/viaivaaine Other Histology andy/or Cytology
yansIarsaieniitdtun1siaasuinanis Microbiology

301/KGM

51a51:9T15 IuduadvnsIaarnswnlen1vyadi
Inen
FUUABLATITEL

Bacterial Identification
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302/KGM | Iuundasiuassi Yeasts & Fungi Identification

303/KGM | 7uunilsidn Parasite Identification

399/KGM Suan Jadriine Other Microbs Identification

401/KGM
402/KGM
403/KGM
404/KGM
405/KGM
406/KGM
407/KGM
408/KGM
409/KGM
410/KGM
411/KGM
412/KGM
413/KGM
414/KGM

415/KGM
416/KGM
417/KGM
418/KGM
429/KGM

431/KGM
432/KGM
439/KGM

441/KGM
442/KGM
443/KGM
444/KGM
445/KGM
446/KGM
447/KGM
448/KGM
449/KGM
450/KGM
451/KGM
452/KGM
453/KGM
454/KGM
455/KGM
456/KGM
457/KGM
469/KGM

471/KGM
472/KGM
473/KGM

>ansI4i50iendi ltun155dadeTnants
51a51:0i15 TuR9A9A5I991A519A1LNDTAUFY
Fnen

ATIIN A UGLIUUAE/ W5 DUAUGUAANDULATISE UAS/
via &l1lsd0

(wasinaaaise glanrdary (Aalsaudaalada)
ARIENGE

Tasuuyaviisan (1753 (Aalsanadiy)
taaizasnigy lalay

Fluilda Suwgiauiy

a&lauymnas Iwlas

@y Toals1 (AaTsadny)

IuTauua sy 113 AN (uua)
luTauuaviisean iaihs

luTauuaviseay yivase lada

luTawarau

luddse Tnlusad (Aalsaviuavly)

Yudth3e wilv1aida (Aa Tsaufaviuauavdma)
enaluuaar ndl (Aalsalnwaad via 1451810
ae)

MnAAT

auasylnnanda 71udd

w5 Twiiu1 wiadau (nalsadiaa)

Ju5Ta Aaalaaus (Aaasinanlsa)
ATIFNMUAUALAUUAS/ VFAUAUGLAANIULATIFTENAS)
wia alyisfadug

ATIFNMAUALAUUAS/ ViFaUAUALAANDAFIURETT
azillananAa

uAuan

ATIANMAUFIAUUAS ViFoUauGYafa i uAsTIS Y
ATIANMAUFIAUUAY ViFdUaUGUafA T 1255
AUTMEY 18

dudmay i

dudmay 7

ala¥ (uaudiau)

taxlad (uaudvad)

tazlad (uaudiauuazuaudvad)

a6 Tu

Lo Touunila (Fidu3)

v (nalsaldidanaan)

WFualayrs

1gasT& Fumnwan (Aalsaizu)

Suwgiaue (Aalsania)

wirduWgiauz (Aalsauiavies)

lasanalsaiia

lasanalsanvyu

Ts617

FLUART

aTIAnMAUFIAULA VFouaufyading 125a5uq
ATIINMAUAIIUBAS/ ViTaUA UG AN L5E0

Az lnqasidiay

TG vaA

Fuafu ata ladn

Immunology

Bacteria andyor Spirochete Antigen and/or
Antibody Assay
Burkholderia pseudomallie (Melioidosis)
Chlamydia
Corynebacterium diphteriae (Diphteria)
Escherichea coli
Haemophilus influenzae
Helicobacter pylori
Leptospira (Leptospirosis)
Mycobacterium avium complex (MAC)
Mycobacterium leprae
Mycobacterium tuberculosis
Mycoplasma
Neisseria gonorrheae (Gonorrhea)
Neisseria meningitidis (Meningitis)
Salmonella typhi (Typhoid)

Shigella

Streptococcus pneumoniae

Treponema pallidum (Syphilis)

Vibrio cholerae (Cholera)

Other Bacteria and/or Spirochete Antigen and/or

Antibody Assay
Yeast and Fungi Antigen and/or Antibody Assay

Cryptococcus

Candida

Other Yeast and Fungi Antigen and/or Antibody Assay
Viruses Antigen andyor Antibody Assay

Hepatitis A Virus

Hepatitis B Virus

Hepatitis C Virus

HIV (Antigen)

HIV (Antibody)

HIV (Antigen and Antibody)

Adeno Virus

Cytomegalo Virus (CMV)

Dengue Virus

Epstein Barr Virus

Herpes Simplex Virus

Influenza Virus

Para Influenza Virus

Measles Virus

Mumps Virus (Parotitis)

Rota Virus

Rubella Virus

Other Virus Antigen and/or Antibody Assay
Parasites Antigen and/or Antibody Assay

Cryptosporidium

Cysticercus

Entamoeba histolytica
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474/KGM | lnanude uauiie Glardia lambia

475/KGM | aanse Malaria

476/KGM | lulasailasiGau Microsporidium

477/KGM | Fa e Tes Schistosoma

478/KGM | vianTarwarau Toxoplasma

489Y/KGM | agI3imaubiauuas/vsaua ufvadaallsdndug Other Parasites Antigen andy/or Antibody Assay
ATIANINIEAITTUEL Inflammatory Diseases Markers

491/KGM |uaud aasd/ialady 1a Anti-Streptolysin O

492/KGM | Ta/s6iu 4 Suanyin C-Reactive Protein

493/KGM | unaas uwainas Rheumatoid Factors

499Y/KGM | a523110135A 15871 ausug Other Inflammatory Diseases Markers
o533 12 Ta lad GuTWlad uas/mia arsgdduiudug Cytokines, Lymphokines andyor

Immunomodulators

501/KGM | 443 uas/via 944 uas/visa 448 CD3 andyor CD4 and/or CD8

502/KGM | Suaasinasau Interferons

503/KGM | Busnasgau Interleukins (IL)

504/KGM | dasudunasgau Interfeukins Receptors (IL-R)

505/KGM | uauditauuas/vsasisuzinasare uyaviial Soluble Antigens and/or Receptors

506/KGM | yuuas iulasdaunninas Tumour Necrosis Factors (TIVF)

507/KGM | sirsuyuas iulasdaunninas Tumour Necrosis Factors Receptors (TNF-R)

529/KGM | 723 2 Ta A &uTwlai uas/visa arsgidufudug | Other Cytokines, Lymphokines and/or

Immunomodulators

599/KGM | 5} UINWHAANAUITNEN Other Immunology
>ansI3i50i1191 12 Tun155dad e Tnan153tAT 1A 15 TuAedInsI331A519A 1L IIAR YT NEUA TR
Inen
ATIIANINTEALET Therapeutic Drug Monitoring (TDM)

601/KGM | ensirulsasin Anti-Asthma

602/KGM | ensgZiiue Antibiotics

603/KGM | endruziaausss 130w Tsanzisouazifiavan Anti-Neoplastic

604/KGM |1 Tsasirlauasnaandan Cardiovascular

605/KGM | enszuvilseaiaiunary Central Nervous Systems

606/KGM | 61aaHA6 141711 Immunosuppressant

629KGM | asaadias WA U9 Other TDM
ATIAITANAA Substances Abuse

631/KGM |uamwarfu uas/vsa unuamwariiu (sauvi 15nef | Amphetamine and/or Methamphetamine (including
a17) Ecstasy)

632/KGM | aguundyisn Barbiturates

633/KGM | nAqusuuTelaas iy Benzodiazepines

634/KGM | nquuauurduae Cannabinoids

635/KGM | Taau uas/via waivalavivalaay Cocaine andj/or Cocaine Metabolites

636/KGM | Tadidu Codeine

637/KGM |uaaiaqad (laizwain uadn laataarin) LSD (Lysergic Acid Diethylamide )

638/KGM |wumlau Methadone

63YKGM |wmmlalay Methaqualone

640/KGM | nasilu uas/vsa arsaiwaniunivg Morphine and/or Other Opiates

699/KGM | asraansiandndug Other Drugs of Abuse

910/KGM | 5uq Other

30.06 wamﬁmrv'fmqmﬁqsﬂﬁuﬁﬁzu'l%’“luwmﬂm@ 41y |Pharmaceutical goods specified in Note 4 to this

3006.20

101/KGM
301/KGM
501/KGM
920/KGM

9

aoudl

a ¢ oA
- Sionuaildlumsasronguaea
Fmunangudanuudadaauag
uaud Inayduvavuywe (Fiugua)
FuunLGauaUGAIULMTNEaA2TI (122 uaA 13)

Buq

Chapter.

- Blood-grouping reagents

Red Blood Corpuscles Grouping

Anti Human Globulin Serum (Coomb's Test)
Human Leukocyte Antigen (HLA) typing
Other




50 | 31U ImamimsiYﬂv‘hyui’fagmmzﬂ15ﬁ%’nsw=uﬁﬂﬂmﬂ15ﬁm’hwﬁﬁﬁmcﬁ'ﬂgﬂﬁywmmawnmmwmﬁ avdveyulas ana.
Usznn|dsziandos| siaada 3183 Description
38.22 ?L’omuﬁﬁﬁ%qa‘m?uw?a?mmuﬁﬂqmdmé’a DERY Diagnostic or laboratory reagents on a backing, prepared
3@1@58&%ﬂﬁ§6‘1ﬂﬁmu ﬁm%ﬂ%"lumﬁﬁﬂﬁw?q diagnostic or laboratory reagents whether or not on a
Tdnmieslfiians uenviniiszylinmalszianit |backing, other than those of heading 30.02 or 30.06 ;
30.02 %30 30.06 5ﬂq’3N§Qﬁ§U§’ﬂmé’3 certified reference materials
Sianausiiiingsaviusiiasiaiausitlsousvuara=si | Diagnostic reagents on a backing, prepared
Sagsaviuyisaludaiu a1315u121Tun153iddanv | diagnostic reagents whether or not on a
adiadiin backing
3822.00 | 001/KGM |uadia waawuaa Acid Phosphatase
002/KGM | agar1iiuazi Tunsiudinaisa wsa 1auaasi wia 1aa3nvi | Alanine Amino-Transferase or ALT or SGPT
003/KGM | daydu Albumin
004/KGM | dalmaa Aldolase
005/KGM | danr laiWaanuaa Alkaline Phosphatase
006/KGM |uauTuiile Ammonia
007/KGM |aciiiaa Amylase
008/KGM | uaaiuanazd Tunsiuainaisa via 1a1aqavi vsa taai|Aspartate Amino-Transferase or AST or SGOT
Tadt
009/KGM | luarsuaius Bicarbonate (CO2)
010/KGM | dasiu Bilirubin
011/KGM |unaides Calcium
012/KGM |aaalsa Chloride
013/KGM | aaiadinasaasii Cholesterol (Total)
014/KGM | aataainasaa vialaldlsduariuvuiuiugo wsa | Cholesterol (High Densitiy Lipoprotein (HDL))

015/KGM

016/KGM
017/KGM
018/KGM
019/KGM
020/KGM
021/KGM
022/KGM
023/KGM
024/KGM
025/KGM
026/KGM
027/KGM
028/KGM
029/KGM
030/KGM
031/KGM
032/KGM
033/KGM
034/KGM
035/KGM
036/KGM
037/KGM
038/KGM
039/KGM
040/KGM
041/KGM
042/KGM
043/KGM
044/KGM
045/GKM
046/KGM

a2auaa

Aaasinasaa 2ia la T Tsduanuvuunue uia
uaadiuaa

Taduaainaisa

Asiadulaua

ATIaadY

ammnfausuasirviuian

wsa la 20y
unuAgIIanTIuGIWaLsa

nglaa

nganund lalasiiua
InalalmandTulnaiu via lnauandiulaaiu
Flulnadma 1 &

Taludaniu

lansandiiaviisad lalasiiua

an

AWAINTATINIUNITTUAEA
uaman

uamand lalasiiua

lala

lusiusu
Fmunzialalylsdusdranssud Wi
la Ty T/s6u

A

wuniigeun

wnandlalasiiua

(Tudiu

Wiad lau

wWaaiwWaaiunse uas/visa waawasa
wasTWiaTuiau

wasinGusiu

Tuaasgeau

Ti/sdiusiu
Fuunialisaudranssua Inih

Cholesterol (Low Density Lipoprotein (LDL))

Cholinesterase

Creatine Kinase

Creatinine

Electrolytes and Blood Gases Reagents
Fructosamine

Gamma Glutamy! Transferase
Glucose

Glutamate Dehydrogenase
Glycosylated andyor Glycated Haemoglobin
Hemoglobin Alc (HbAIc)
Homocysteine

Hydroxybutyrate Dehydrogenase
Iron

Iron Binding Capacity (Total)
Lactate

Lactate Dehydrogenase

Lipase

Lipids Total

Lipoprotein Electrophoresis
Lipoproteins

Lithium

Magnesium

Malate Dehydrogenase

Pepsin

Phenylketone

Phosphate inorganic and/or Phosphorus
Porphobilinogen

Porphyrine (Total)

Potassium

Protein (Total)

Protein Electrophoresis
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047/KGM | Tengieiu Sodium

048/KGM | lasndizia lsa Triglycerides

049/KGM | g5 uas/visa giselulasiauluidan Urea andj/or Blood Urea Nitrogen

050/KGM | nsagsa Uric Acid

051/KGM |uaunadayilaaricvuiaviaroars Urine Multi-Constituent Test Strips

052/KGM | gaasIaansnauilaaiie Urine Sediment Test Kit

053/KGM |uaunasayilaaizyiaainder sauviouiaiag Urine Single Test Strips including tablets
naFay

054/KGM | Asa21aR8aunudan Vanillylmandelic Acid

055/KGM | 307431 17 1 Vitamin B1

056/KGM | 3a143u 17 12 uasy/visa Twian Vitamin B12 and/or Folate

057/KGM | 307434 17 2 Vitamin B2

058/KGM | 307434 17 6 Vitamin B6

059/KGM | donsd zinc

099/KGM Suamradiiadfn Other Clinical Chemistry
Sianausiiiingsaviuviiasiaausilsousouas a=d|  Haematology

101/KGM

102/KGM

103/KGM

104/KGM
105/KGM

106/KGM

107/KGM
108/KGM
109/KGM
110/KGM
111/KGM
112/KGM
113/KGM
114/KGM
115/KGM
116/KGM
117/KGM
118/KGM
119/KGM
120/KGM

129/KGM

201/KGM
202/KGM
203/KGM
204/KGM
205/KGM
299/KGM

Sansaviusisaludaniu a13i5ul2iTun153dsdenv
1asiandne

UAATIANIAN 1 mdssrvandanvionun (uanditin
aaanéiv Ini)
YANTIANIANUIRWMLITIZANUT AL WA IU (UBAGLIA
wisiZuansauly wara6ulni)
yansI3iladunisraungunavdaidan (uannsindu
uWainas)

waubdinsauiu 3

yanadayiladanisuddinavidan (Tauanmazuuwa
1na5)

YansIABNINUASTAR TN a0 (FTF) F1915Y
1ATDYSA Tullh
YAATIATATIAITAANEADUYAITAUFIAUAT
undanlugaaise (Mnaadandavdin)

Wz Tuwaudinnaulsand

nglaa-6-waaiwe 6 lalasiiua (3-6-Wdiaz)
BTl anuavsaunuluidan

Alulnaiuy

75y

waradTuay

dus9 uag/mia dreuds waradTuiau

T/sdudt

Tu/sduaa

I8 WZsIvav Tsmsaniiy (Yanadayac19i5)
henyumwrzsauinbanunzinisdsiia oy
IAWMTIFIaINTANTY UAL/Y5D ISUBIAF UAS/ M5
1 InsTzdy

Sugnr Tagaine
Stanausiiiingsaviuvisasiaiausilsousoud 3ol
Jagsaviuyisaludniu d1i5ul2iTun153dasdeaniv
ilaudaineruaz/visaiadinerbug
thenwindev TasTuTan
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Activated Clotting Time

Activated Partial Thromboplastin Time

Aggregation Factors

Antithrombin IIT
Coagulation Factors Test

Complete Blood Count (CBC) Reagents for Automated

Haematology Analyzer

Erythrocyte Sedimentation Rate Test

Faecal Occult Blood

Fibrinogen Degradation Products

Glucose-6-Phosphate Dehydrogenase (G-6-PDH)

Haematocrit (HCT)

Haemoglobin (Hb)

Heparin

Plasminogen

Plasminogen Activator and/or Inhibitors

Protein C

Protein S

Prothrombin time ( Quick Test )

Specific Reticulocyte reagent

Thrombin Time andyor Reptilase andy/or Batroxobin

Time

Other Constituents andj/or properties of blood cells
Histology and/or Cytology

Chromosome Culture Kits and/or Reagents
DNA in situ Hybridisation reagents
Embedding media (Histology and/or Cytology)
Fixing reagents (Histology and/or Cytology)
Mounting media (Histology andy/or Cytology)
Other Histology andyor Cytology
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Description

301/KGM
302/KGM
321/KGM
322/KGM
341/KGM
399/KGM

401/KGM
402/KGM
403/KGM
404/KGM
405/KGM
406/KGM
407/KGM
408/KGM
409/KGM
410/KGM
411/KGM
499/KGM

501/KGM
502/KGM
503/KGM
504/KGM
505/KGM
506/KGM
507/KGM
508/KGM
509/KGM
510/KGM
511/KGM
512/KGM
513/KGM
514/KGM
515/KGM
516/KGM
517/KGM
518/KGM
519/KGM
520/KGM
521/KGM
522/KGM
523/KGM
524/KGM
539/KGM
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Microbiology

Bacterial Identification

Bacteria Susceptibility Testing

Yeasts & Fungi Identification

Yeasts & Fungi Susceptibility Testing

Parasite Identification

Other Microbiology (Culture)
Immunology

Anti-Nuclear Antibodies (ANA) Screening
Anti-Cardiolipin Antibodlies
Anti-Mitochondrial Antibodies
Anti-Ro (55-A)
Anti LA (55-B)
Anti-Sm
Anti-RNP
Anti-myeloperoxidase
Anti-neutrophilic Cytoplasmic Antibodies (ANCA)
Anti-protenase 3 (PR 3)
Allergen Antibodies
Other Immunology
Genetics

Human gene and/or chromosome alteration

Alzheimer's Disease
Asthma

Atherosclerosis

BRCA 1 and/or 2

c-myc

Cystic Fibrosis

Diabetes

Down's Syndrome
Edwards Syndrome
Haemochromatosis
Haemophilia

Human Leukocyte Antigen (HLA)
Hypertension

Klinefelter syndrome
k-ras

Multiple Sclerosis
Osteoporosis

p53

Polycystic Kidney Disease
Prothrombin Mutation
ret

Telomerase

Thalassaemia

Turner Syndrome

Other Human Gene and/or Chromosome Alteration
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Usznn|dsziandos| siaada 3183 Description
nsadIadamAavuunadniaiin Nucleic Acids Based Detection for Microbiology
540/KGM | Fmuunuuaiise Bacterial Identification
550/KGM | wuns1 Mycology Identification
560/KGM | Fuunilsin Parasite Identification
Twunlasa Viral Identification
571/KGM | lasasivdmay 7 Hepatitis B Virus (HBV)
572/KGM | lasasivdmay 4 Hepatitis C Virus (HCV)
573/KGM |iffaazlas Human Immunodeficiency Virus (HIV)
579KGM | 3wmun 195a5u9 Other Viral Identification
589/KGM | asafiaa&dmiiiasuunzia qm‘?wﬁ' U9 Other Nucleic Acids Based Detection for Microbiology
599/KGGM 5 UINIWHNUGATIU Other Genetics

3822.00

3822.00

601/KGM
602/KGM
603/KGM
604/KGM
605/KGM
606/KGM
619/KGM

621/KGM
622/KGM

623/KGM
624/KGM
625/KGM
626/KGM
627/KGM
628/KGM
629/KGM
630/KGM
631/KGM
649/KGM

651/KGM
652/KGM
653/KGM
659/KGM
655/KGM
669/KGM
699/KGM
799/KGM
800/KGM

901/KGM

999Y/KGM
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Bug

Pharmacology and Toxicology

Therapeutic Drug Monitoring (TDM)
Anti-Asthma
Antibiotics
Anti-Neoplastics
Cardiovascular Systems
Central Nervous Systems
Immunosuppressant
Other TDM

Substances Abuse
Alcohol, Ethyl (Ethanol)
Amphetamine anayor Methamphetamine (including
Ecstasy)
Barbiturates
Benzodliazepines
Cannabinoids
Cocaine andyor Cocaine Metabolites
Codeine
LSD (Lysergic Acid Diethylamide )
Methadone
Methaqualone
Morphine andyor Other Opiates
Other Drugs of Abuse

Toxicological Substances
Acetaminophen (Paracetamol)
Hippuric Acid
Phenol
Salicylate
Trichloroacetic Acid
Other Toxicological Substances
Other Pharmacology and Toxicology

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

Certified reference materials

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

Other
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