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vaudgANnuanaeigansuld (Permissible variants) Tungaasasiiounnduuunsena (FAMILY)

vaudngANIvaIvaneganiuliveunastiaunndynuszan

nanansaldtulungaaiadiounnduuunsena (FAMILY)

Coating material for lubrication only

Colour

Diameter, Length, Width, Gauge

Concentration with same indication and mechanism (same composition different amount of

constituent)

Dimensional design differences due to paediatric versus adult use (The differences due to

the different patient population are permissible, e.g. volume and length)

Flexibility

Holding force

Isotope activity level

Memory storage

Method of Sterilisation (to achieve same sterility outcome)

Printing capability

Radiopacity

Shape, Size, Volume

Viscosity (The change in viscosity is solely due to changes in the concentration of

constituent material)

Type of device mounting (e.g. ceiling mount, wall mount or standing)

Sterility status (sterile vs non-sterile)
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nanansaldtulungaaiadiounnduuunsena (FAMILY)

Specific products

Permissible variants

Abutments

Retention (e.g. cement or screw)

Active Implantable Devices

MR conditional and Non-MR Conditional

Antibiotic test (IVD)

Concentration

Biopsy Forceps

Formable or Non-formable

Blood Bags

(i) Anticoagulants with same composition but
different concentrations

(i) Additives (different composition and concentrations)

Catheter

(i) Number of lumens in catheter

(i) Material of catheter: PVC (polyvinylchloride), PU
(polyurethane), nylon and silicone

(iii) Curvature

(iv) Coating material for lubrication

Condoms

(i) Texture

(i) Flavour

Contact lens

(i) Diopter

(i) UV protection

(i) Tinting

(iv) Colour

(v) Wearing schedule (i.e. daily wear, extended wear)

(vi) Replacement schedule (i.e. daily, weekly, monthly)

Defibrillators

Automatic or semi-automatic

Dental brackets

Material of bracket

Dental handpieces

(i) Rotational speed
(i) Material of handpiece

Dermal fillers

Same composition but different

concentrations/densities

Diagnostic Radiographic systems

(i) Number of slices

(i) Digital vs Analog
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(iii) Biplane and Single Plane
(iv) Flat Panel vs Cassette

(v) PET ring size

Electrophysiological Catheter

(i) Electrode spacing

(i) Number of electrodes

Gloves

Powdered or powder-free

Gamma Camera

Number of detectors

Guide wire

With or without inert coating material

Orthopaedic / Dental Implants

(i) Cemented or non-cemented fixation

(i) Collar

Intra-ocular Lens

(i) Monofocal or Multifocal
(i) Multi-piece or Single-piece

(iii) Aspheric or Spheric

Implantable Pulse Generators

Number of Chambers (Cardio)

IV Cannula

(i) Presence of injection port

(i) Presence of safety wing

IVD rapid tests

Different assembly format: cassette, midstream, strip

IVD urinalysis strips

Different combination of testing configurations

Polymer products

With or without plasticisers (e.g. DEHP)

Stent (i) Delivery system, that is over-the-wire or through
the scope
(i) Flaps, Flares or sleeves

Suture (i) Number of strands

(i) Pledgets
(iii) Loops
(iv) Dyes

Suture passer

Design of jaw, handle or needle

Tracheal Tube (endotracheal tube,

tracheostomy tube)

With or without cuff

Wound Dressings

Different formats (e.g. solution, creams, gels loaded

onto pads, etc)

X-ray detector

Scintillator material
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Mlunsrnaavialdgnle

w3esilounndlglun1sindn (¥8nlden) (Reusable surgical instrument) &edisgAunns
AIuANATBINaLNMERUAIIEERE luUTHANT ©

anansaduivelagliiveatuieriulusuiuunsena (FAMILY) la lnelanwagsiall

(o) WARLABRHANFL Y

(o) HingUszasAmeiunuigangld (aeldailadsiumianldiusianie)

nsifaedng

\30silounndUszianil o Lung retractor uag Kidney retractor Adaisjsvisnglunisld
wileufiuuaziisassagndu Retractor  annsndudivelaglddvoatuifisafulusuuuuasega
(FAMILY) sl Lung forceps wag Lung retractor @siinnusjaanelunisldlamiloudu 3elsianansa

guAvelagldrveatuieriuluguuuunsena (FAMILY) 18

wnesildianizinsosdlownngnlaglunisuidn (vinlden) (Reusable surgical instrument)
SEAUAMULELWATILBUNNIUTENNT o WlTNUPIastiawnngAldluni1suae (wlaldwn) (Reusable

. . Y] d' A A 3 44'
surgical instrument) $¥AUAMULASLATDILBLNNGUTEANT b, o haE &

TP RRAN

Instrument name | Description Intended purpose

ABC Dressing Delicate, Serrated Tips, | To pick up or grasp tissue

Forceps Straight, 474" or items in the surgical

wound

DEF Kidney Half curved, 222 mm To grasp renal polyps

Forceps length

HW Lung Forceps | Tnangular jaws, jaw To grasp lung tissue
width 117, length 8~

XYZ Uterine Biopsy | Oblong basket jaw, jaw | To grasp tissue during

Forceps size 3x10mm, shaft transvaginal or transrectal
length 10" tissue biopsy

9n#ENs Forceps Tinananguanmaeaiu uidensisstunazamgssnensldlusumis
¥83319MeAeiY Forceps waniiduniesdiownmduseinni o annsadudvelagldveatuieniy
Tuguuuunszga (FAMILY) 161 1ilesann

(0) Wurndassiounmd@ldlunisringe (vdialdsn) (Reusable surgical instrument) uwawidu

LASD9LIBLNNEUSLANT @

= ) A Y
noUsgasALieafunuiiyvangld
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15N UsELAN IVD CLUSTER

Methodology

CLUSTER Category
[closed list)

Examples of Analytes

[non-exhaustive list)

Clinical Chemistry

Enzymes

(i} Acid Phosphatase

i} Alpha-Amylase

(i) Creatine Kinase

(vl Gamma-GlutamylTransferase
{v) Lactate Dehydrogenase

{wi] Lipase

Substrates

(i) Albumin

i} Bilirubin

{iii} Urea/Blocd Urea Mitrogen
{iv) Cholesterol

{v) Creatinine

(wi) Glucose

Elzctrolytes Reagents

(i} Armnmeonia
(i} Bicarbonate
(i} Caleium
{iv) Chioride

(v} Magnesium

{vi) Phosphate Inorganic/Phasphorus

Electrolyte Electrodes

(i} Armmonia Electrodes

(i} Carbom Dioxide (Bicarbonate)

Electrodes

{ni} Calcium Electrodes

(i) Chloride Electrodes
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(v) Magnesium Electrodes

(vi) Potassium Electrodes

Substrate
Electrodes/Biosensors

(i) Creatinine Electrodes

(i) Glucose Electrodes

(i1} GlycatedHemoglobin Electrodes
(iv) Lactiate Electrodes

(v) Urea Electrodes

(vi) Bilirubin Electrodes

=l

Immunochemistry

Immunoglobulins
(without IgE).

(i) Immunoglobulin A

(ii) Immunoglobulin D

(i) Immunoglobulin G

(iv) Immunoglobulin M

(v) Kappa and Lambda chain

(vi) Immuncfixation kits

Complement
Components

(i) Complement Component Ciq

(i) Complement Component C1
inactivator

(1} Complement Component C3/C3c
(iv) Complement Component for Bb
(v) Complement Component C4

(vi) Complement Component C5a

Transpor: Proteins

(1) Albumin

(i) Ceruloplasmin
(i) Haptoglobin
(iv) Hemopixin
(v) Lactofermin

(vi) Pre-albumin/Transthyretin

Lipoproteins

(i) Apolipoprotein A |

(i) Apolipoprotein A [l
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(iii) Apolipoprotein B
(iv) Apolipoprotein E Sub-typing

(v) Lipoprotein (a)

Other Speaific
Proteins

(i) al-Acid Glycoprotein
(i) a1-Antitrypsin

(i} a2-Macroglobulin
(iv) a1-Microglobulin

(v) Fibronectin

(vi) Immunoc Reactive Trypsin

Allergy

(1) Immunoglobulin E — Total

(i) Immunoglobulin E - Screen

(in) Immunoglobulin E - Specific.

monotest'monoresult
(iv) Allergene specific IgA

(v) Allergene specific IgG

13

Cancer markers

(i) BR-marker CA15-3

(1) Gl-marker CA18-0. CA242

(iv) Total Prostatic Specific Antigen
(v) Alphafetoprotein (AFF)

(vi) p53

14

Thyroid Function
Markers

(i) Free Triodothyronine

(i) Free Thyroxine

(i} Thyroid Stmulating Hormone
(iv) T — Uptake

(v) Thyreglobulin

(vi) Neonatal Thyroxine

Fertility/Pregnancy
Hormones/ Proteins

(1) Androstenedione

(i) Estradiol
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19

Neuroendocnne
Function Assays

(1) Bombesin

(1) 17-Hydroxy-Ketosterone
(i) B-Endorphin

(iv) Neurotensin

(v) Somatostatin

(vi) Substance P

Other Individual and
Specified Hormones

(i) Gastrin

(i) Gonadotropin-Releasing Hormone
(i) Melatwonine

(iv) Pepsinogen

(v) Adrenalin

(vi) Dopamine

Anaemia

(i) Erythropoietin

(i1) Ferritin

(i) Folate

(iv) lron

(v) Iron Binding Capacity

(vi) Soluble Transferrin Receptor

Vitamins

(1) Vitamin B*

(1) Vitamin B2

(i} Vitamin B8

(iv) Vitamin B12

(v) Vitamin D (Cholecalcifercl)

(wi)intninsic Factor (Blocking Antibody)

Non-Immuno
Suppressive
Therapeutic Drug
Monitoring

(i) Phenobarbitol
(i1) Digitoxin

(in) Gentamicin
(iv) Valproic Acid

(v) Caffeine
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(vi) Theophylline

(wvii) Methotrexate

ra
n

Immunosuppressive
Therapeutic Drug
Mecnitonng

(i) Cyclosporine
(i) Tacrolimus
(i) Rapamycin (Sirolimus)

(iv) Mycophenolate

Toxicology

(i) Amphetamines
(i1) Cocaine

(i) Barbiturates

(iv) Morphines

(v) Phencyclidine
(vi) Acetaminophen
(vil) Catecholamines

(wviii} Ethanol (ix) Salicylate

Auto-immune

(1) Anti-nuclear antibodies (ANAS)

Diseases

(1) Anti-tocpoisomerase

(1) Organ-specffic autcantibodies

(iv) Circulating Immuno-complex

(v) TSH Receptor antibodies

(vi) Anti-Cardiolipin antibodies
Rheumatoid- (1) Anti-Streptococcal Hyaluronidase
Inflammatory

Diseases Markers

(1) Anu-Strepickinase
(iv) C-Reactive Protein
(v) Anti-Staphylolysin

(vi) Anti-Streptococcal Screening

Liver Function

(1) MEGX

(n)Carbohydrate Deficient Transfermin

Cardiac Markers

(i) BNP/proBNP




(i1) Creatine Kinase - MB
(i) Myoglobin

(iv) Troponin /T

(v) Homocysteine

(vi)High-Sensitivity C-Reactive Protein

30 Bacterial Infection - | (i) Bacilluz cubtilic
Immunology
(1) Ezchenchia coll
31 Viral Infection — | (i) Influenza virus
Immunclogy
32 Parasitic Infection - | (i) Entamoebahiztolytica
Immunology
(i) Leichmania
33 Fungal Infection - | (i) Candida albicans
Immunology
(i) Aspergilius
34 Haematology Hemoglobin Testing (i) Hemoglobin determinations (Total
Hb)
(Blood tests for
transfusions (i1) Fractional oxyhemoglobin (FO2HD)
excluded)
(i} Fractional carboxyhemoglobin
(FCOHD)
(iv) Fractional methemoglobin
(FMetHb)
(v) Fractional deoxyhemoglobin
(FHHDb)
35 General Coagulation | (i) Prothrombin Time
Tests
(i) Thrombin Time
(i) Activated Clotting Time
(iv) Activated Partial Thromboplastin
Time
36 Haemostasis (i) Prothrombin

(Coagulation)

(i) Thrombin
(i} Fibrninogen

(iv) Protein C and Protein S reagents
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(v) Cl-inhibitors

(vi) Heparin

(vii) Alpha-Antiplasmin
(wiii) Fibrin

(ix) Factor XllI

(x) Platelet Factor 4

(xi) Plasminogen

37 Other Hematology | (i) Complete Blood count
Tests
(1) Hematocnt
(i) Erythrocyte Sedimentation rate
38 Cytokines (1) Interferons
(Lymphokines)/
Immunomodulators (i) Soluble Antigens/Receptors
(i) Tumor Necrosis Factors
Histology/Cytology (iv) Interleukins
(v) Colony Stimulating Factors
(i) Tumor Necrosis Factors
Receptors
(vii) Interleukins Receptors
39 Histology!  Cytology | (i) Cytochemical Staining
Reagents
(1) Embedding. Fixing, Mounting
media
(1) Stan solutions
(iv) Immunchistology kits
40 Microbiology - | Culture Media (i) Dehydrated culture media (DCM)
culture (i)
Cytochemical (i) Additives for DCM
Stainin i
i W (i) Prepared Media (Tubes, botlles,
Embedding. Plates)
Fixing, Mounting =
media (i) Stain (iv) Cells, Media, Serum for Viral
solutions (iv) culture
Immunohistology
41 kits Susceptibility Testing | (i) Erythromycin susceptibility test for

Staphylococcus aureus
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Identification of
bacteria by testing for
the susceptibility of
the bactena to the
certain antbiotics.

(1) Tobramycin susceptibility test for
Pseudomonas aeruginosa

(i) Fungal susceptibility testing

42 Biochemical culture | (i) Gram Negative Manual 1D
Identification (1D)
(1) Gram Positive Manual ID
(iii) Other ID Kits Manual - Anaesrobes.
Fastdious
(iv) Mycoplasma
43 Immunological culture | (i) Streptococci Grouping Slide tests
Identification (1D)
(1) Serotyping (E.coli, Salmonella,
Shigella etc.)
14 Nucleic  Acid  (NA) | (i) NA Identification — MRSA
based culture
resistance markers
45 Serological (1) For Parasitology and Mycology
identification (I1D) (Fung and Yeast)
48 Molecular Biology | Oncogenes (i) p53
(i) MYC (8g24)
Genes, whose | (i) TERC (32q28)
mutation or enhanced
expression, tums a
nomal cell into a
cancer cell.
47 Bacterial Infections | (i) Staphylococcal detection
(Detection by NA
Reagents) (1) E.coli detection
43 Viral Infections | (1) Influenza and Para-influenza MNA
(Detecton by NA | Reagents
Reagents)
40 Fungal Infections (i) Fungi NA Reagents
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