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Safety Precautions
To help protect you and/or your property from potential damage and ensure personal

safety, please read this IFU thoroughly before using the product.

[Notational Convention]

Notation Explanation

Indicates a hazard with a low level of risk which, if not avoided, could
/N\ CAUTION o N
result in minor or moderate injury.

/\ CAUTION
H Use only in well ventilated areas

In case of insufficient ventilation, spilled solvents can cause harm.
M First Aid
Skin exposure
Wash exposed area with plenty of soap and water.
Eye exposure
Open eyes as wide as possible and wash with clean water for at least 15 minutes.
Immediately call for medical attention.
Ingestion
Please wash mouth with excess water and immediately call for medical attention.
H Do not spill solvents
Spillage and leakage can cause fire, electric shock, poisoning, injury, and corrosion.
Wear appropriate protective gear when cleaning up a spill.
Bl Wear eye protection and protective gloves
Organic acids are harmful and should not come in direct contact with the skin.
B Handle package with care
Inappropriate handling may cause rupturing and/or spattering of the product.
H Only use this product as intended
This product is intended for IN VITRO DIAGNOSTIC USE ONLY for the measurement of
Hemoglobin F and A in blood specimens by healthcare professionals.
B Proper disposal
Dispose in accordance with local, state and federal laws and regulations.

NOTE

Keep this IFU with the product for future reference.
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w WHCTpyKumnm 3a yn0Tpe6a Ha pasnn4yHn e3num ca Ha

pasnonoxeHue Ha Hawwusi yebcanT: www.tosohbioscience.eu
B pasgena MNomouy n nogapbxka (Service & Support).
XapTueHo konuve moxe fa 6bae nonyyeHo Ha fax

+32 13 66 47 49 unu e-mail: info.raga.eu@tosoh.com.
AktyanHa Bepcusa: G11B-0202003

a Navod k pouziti v riznych jazycich je dostupny na nasich

webovych strankach: www.tosohbioscience.eu v

sekci "Service & Support”. TiSténou verzi mizete obdrzet
faxem, Cislo: +32 13 66 47 49, nebo e-mailem:
info.raga.eu@tosoh.com. Aktualni Verze: G11B-0202003

m Flersprogede brugsanvisninger findes pa vores hjemmeside:

www.tosohbioscience.eu under "Service & Support”
sektionen. Trykte brugsanvisninger kan rekvireres pr. fax
+32 13 66 47 49 eller e-mail: info.raga.eu@tosoh.com.
Nuveerende Version: G11B-0202003

@ Bedienungsanleitungen in verschiedenen Sprachen sind auf

unserer Webseite www.tosohbioscience.eu Im Kapitel
,Service & Support* erhaltlich. Ein Papierexemplar erhalten
Sie auf schriftliche Anfrage an Faxnummer +32 13 66 47 49
oder per E-Mail an: info.raga.eu@tosoh.com. Aktuelle
Version: G11B-0202003

a Oa Bpeite TIg Odnyieg Xpang o€ TTOAEG YAWOOEG OTN

d10dIKTUOKN ToTToBETIa pag: www.tosohbioscience.eu oTnv
evotnTa “Service & Support”. MTropeite va AGBeTe TNV €vTUTin
Hopen uttodAAovTag aitnon péow @ag oTov apiBud

+32 13 66 47 49 1) péow NAEKTPOVIKOU Taxudpopeiou:
info.raga.eu@tosoh.com. Tpéxouoa Exdoon: G11B-0202003

Instructions For Use in multiple languages are available on
our website: www.tosohbioscience.eu under the” Service &
Support” section. A paper version can be obtained by fax
+32 13 66 47 49 or e-mail: info.raga.eu@tosoh.com. Actual
Version: G11B-0202003

@ Las instrucciones de uso estan disponibles en diferentes

idiomas en nuestra pagina web: www.tosohbioscience.eu en
la seccién de “Service & Support” (Servicio y Soporte).
También podemos enviarle una version impresa a través del
fax +32 13 66 47 49 o por correo electrénico:
info.raga.eu@tosoh.com. Version Real: G11B-0202003

a Eri keeltes kasutusjuhendid on saadaval meie veebilehel:

www.tosohbioscience.eu alajaotuses ,Service & Support”.
Paberkandjal versiooni saab tellida faksinumbril

+32 13 66 47 49 v0i e-posti teel: info.raga.eu@tosoh.com.
Kehtiv Versioon: G11B-0202003

n Les instructions d’utilisation sont disponibles en plusieurs

langues sur notre site web, www.tosohbioscience.eu, dans la
rubrique « Service & Support ». Vous pouvez obtenir un
exemplaire papier par fax, au n° +32 13 66 47 49, ou par
e-mail, a I'adresse : info.raga.eu@tosoh.com. Version
Actuelle : G11B-0202003

m Upute za uporabu na viSe jezika dostupne su na nasem web-

mjestu: www.tosohbioscience.eu u odjeljku ,Service &
Support” (Usluga i podrska). Papirnata verzija moze dobiti
putem faksa +32 13 66 47 49 ili e-poStom:
info.raga.eu@tosoh.com. Stvarna verzija: G11B-0202003

ﬂ A Hasznalati utasitas tdbb nyelven elérheté webszajtunkon:

www.tosohbioscience.eu, a ,Service & Support” (Szolgaltatas
és Tamogatas) szekcio alatt. Nyomtatott valtozat igényelheté
faxon a +32 13 66 47 49-es telefonszdmon vagy e-mailben:
info.raga.eu@tosoh.com. Aktudlis Valtozat: G11B-0202003

Istruzioni per I'Uso in diverse lingue sono disponibili sul
nostro sito web www.tosohbioscience.eu alla sezione
“Service & Support”. Versione cartacea puo essere richiesta
via fax al +32 13 66 47 49 o via e-mail a
info.raga.eu@tosoh.com. Versione Attuale: G11B-0202003

Naudojimo instrukcijas jvairiomis kalbomis galite rasti misy
tinklalapio www.tosohbioscience.eu skyriuje ,Service &
Support“. Popierine versijg galite gauti faksu +32 13 66 47 49
arba el. pastu info.raga.eu@tosoh.com. Naujausia Versija:
G11B-0202003

LietoSanas instrukcijas dazadas valodas ir pieejamas misu
interneta vietné: www.tosohbioscience.eu sadala ,Service &
Support” (Apkalpo$ana un Atbalsts). Drukatu versiju
iespéjams sanemt pa faksu: +32 13 66 47 49 vai e-pastu:
info.raqa.eu@tosoh.com. Aktuala Versija G11B-0202003

Brukerveiledninger for flere sprék er tilgjengelig pa vare
nettsider: www.tosohbioscience.eu under seksjonen "Service
& Support". Du kan fa tilsendt en papirversjon ved & sende en
faks til +32 13 66 47 49, eller en e-post til:
info.raga.eu@tosoh.com. Gjeldende versjon: G11B-0202003

Instrukcja Uzytkowania w réznych jezykach jest dostepna na
naszej stronie internetowej: www.tosohbioscience.eu w
zaktadce ,Service & Support” (Serwis i Wsparcie). O wersje
papierowg mozna pytac pod nr faksu: +32 13 66 47 49 lub
e-mailem: info.raga.eu@tosoh.com. Aktualna Wersja: G11B-
0202003

As instrugdes de utilizagdo encontram-se disponiveis em
diversos idiomas no nosso sitio: www.tosohbioscience.eu na
seccao “Service & Support” (Servigos e Assisténcia). Pode
ainda obter uma versao em papel através do fax

+32 13 66 47 49 ou do email info.raga.eu@tosoh.com.
Versao Actual: G11B-0202003

Instructiuni de utilizare in diverse limbi sunt disponibile pe
site-ul nostru: www.tosohbioscience.eu, la sectiunea “Service
& Support” (Service si asistenta tehnica). O versiune pe hartie
poate fi obtinutd comandand-o prin fax, la +32 13 66 47 49,
sau prin e-mail, la info.raga.eu@tosoh.com. Versiune
Actuald: G11B-0202003

Navod na pouZitie vo viacerych jazykoch je dostupny na
nasej web stranke: www.tosohbioscience.eu, v sekcii "Service
& Support”. Vytlaéenu verziu mozno ziskat faxom

+32 13 66 47 49 alebo cez e-mail: info.raga.eu@tosoh.com.
Aktudlna Verzia: G11B-0202003

Vedjezi¢na navodila za uporabo so na voljo na nasi spletni
strani: www.tosohbioscience.eu v razdelku “Service &
Support” (Servis in podpora). V papirni obliki jih lahko
prejmete po faksu: +32 13 66 47 49 ali elektronski posti:
info.raga.eu@tosoh.com. Aktualna Razli¢ica: G11B-0202003

Bruksanvisning pa flera sprak finns att tillgd pa var webbplats:
www.tosohbioscience.eu under rubriken "Service & Support”.
En pappersversion kan erhallas per fax +32 13 66 47 49 eller
e-post: info.raga.eu@tosoh.com. Aktuell Version: G11B-
0202003

Bir ¢ok dilde Kullanma Talimatlari'na,
www.tosohbioscience.eu adresindeki web sitemizin, “Service
& Support” bolimuinden ulasabilirsiniz. Basili siriminu

+32 13 66 47 49 numarali faks ya da info.raga.eu@tosoh.com
e-posta adresinden isteyebilirsiniz. Mevcut Sturim: G11B-
0202003
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Symbols on the product labels

European Conformity

REF

Catalogue number / Part number

Use-by date / Use by

<o \ot. colump ong

For specified

column lot only

Date of manufacture

Manufacturer

IVD

In vitro diagnostic medical device

LOT

Batch code / Lot number

NET

Net volume
(after reconstitution for

lyophilized material)

EC |REP

Authorized
representative in the
European Community

| |

Consult instructions for use

Temperature limitation

Mfg. site

Actual manufacturing site
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Revised in October, 2021

1. Intended Use

The G11 B-Thalassemia Elution Buffers are intended for IN VITRO DIAGNOSTIC USE for the
quantitative percent determination of Hemoglobin F and Az and for the detection of the major
hemoglobin variants, especially HbE, HbD, HbS and HbC, in whole blood samples using the
Tosoh Automated Glycohemoglobin Analyzer HLC-723G11, B-Thalassemia Analysis Mode
(referred to as HLC-723G11 in this IFU), which is based on the principle of high-performance
liquid chromatography assay, to aid in the diagnosis of B-thalassemia. It is not designed for
and should never be used with any other type of system. The G11 B-Thalassemia Elution
Buffers are intended for Healthcare Professionals Use Only.

2. Summary and Explanation of the Test

Hemoglobin(Hb) is a tetramer which is composed of 2 a-chains and 2 non a-chains. In the
normal synthesis, a-chains and non a-chains (B-chain, y-chain and &-chain) are synthesized
with no overproduction or underproduction.

Thalassemias are hereditary disorders that are caused by abnormally synthesized globin
chains.

Since Thalassemia carriers are frequently found in a broad belt around the Mediterranean,
it's sometimes called “Mediterranean anemia”.

In Thalassemic disorders, due to a quantitative defect in synthesis of a specific chain, free a
chains or single globin chains such as HbH ($4), HbBart’s (y4) of hemoglobin could be
synthesized.

B-Thalassemia in an analogous manner means reduced or missing production of hemoglobin
B-chains, which is compensated by overproduction of y-chains and &-chains. Consequently,
HbA: (a282) and HbF (a2y2) are often elevated in B-Thalassemia.

3. Principle of the Procedure

The HLC-723G11 is based on the High-Performance Liquid Chromatography (HPLC)
principle. Separation is obtained with a cation exchange column based on differences in
ionic interactions between hemoglobin components within 5.0 min.

A step gradient elution is used to separate and assay HbF and HbA,. The three-types of G11
B-Thalassemia Elution Buffers (G11 B-Thalassemia Elution Buffer No.1, 2, and 3 (S)) contain
different salt concentrations and pH. HbF (%) and HbA: (%) are reported as a relative
percentage of the integrated area of each Hb fraction against the sum of those hemoglobin
fractions, after being calibrated using the calibration curve established with G11 F&A2
Calibrator Set or F&A2 Calibrator Set 2.
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4. Before Use

Inspect the packaging and the exterior of the aluminum pack for any signs of damage before
use. If any damages are visible, contact your local Tosoh sales representative.

Confirm that the following document is included in the package.
» Instructions For Use 1 copy (in each box)

5. Material Provided

. Content
Catalogue No. Description (per one pack)
0023505 G11 B-Thalassemia Elution Buffer No. 1 (S) 800 mL
0023506 G11 B-Thalassemia Elution Buffer No. 2 (S) 800 mL
0023507 G11 B-Thalassemia Elution Buffer No. 3 (S) 800 mL
G11 B-Thalassemia Elution Buffers are organic acid buffers, each of which contains less than

0.05 % sodium azide as a preservative.

6. Materials Required but Not Provided

The following materials are required to perform HbF and HbA; analysis using the HLC-723G11
B-Thalassemia Analysis Mode. They are available separately from Tosoh Corporation.

Catalogue No.

G11 F&A2 Calibrator Set (*) 0023508
F&A2 Calibrator Set 2 (*) 0023550
G11 F&A2 Control Set 0023509
TSKgel G11® B-Thal. 0023504
HSi Hemolysis & Wash Solution (L) 0018431
HSi Hemolysis & Wash Solution (LL) 0019550

(*) G11 F&A2 Calibrator Set and F&A2 Calibrator Set 2 cannot be used interchangeably.

Only materials obtained from Tosoh Corporation should be used. Materials obtained
elsewhere should not be used as substitute since assay performance is characterized based
strictly on Tosoh Corporation materials.

For detailed information about these materials, contact your local Tosoh sales
representative.

2022/04/28
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7. Warnings and Precautions

1) The G11 B-Thalassemia Elution Buffer No.1, No.2 and No.3 (S) are intended for IN VITRO
DIAGNOSTIC USE ONLY.

2) The G11 B-Thalassemia Elution Buffer is designed exclusively for use in combination with
the HLC-723G11 analyzer system, TSKgel G11 B-Thal. and HSi Hemolysis & Wash
Solution indicated below, never in any other combination.

+ Tosoh Automated Glycohemoglobin Analyzer HLC-723G11
+ TSKgel G11 B-Thal.
» HSi Hemolysis & Wash Solution (L), (LL)

3) Do not use this product beyond the expiration date.

4) Note that G11 B-Thalassemia Elution Buffers must be used within 90 days after opening
(provided that the pack is being squeezed and capped so that the air will not enter it).

5) This Instructions For Use (IFU) must be read combined with the Operator’s Manual of the
HLC-723G11 B-Thalassemia Analysis Mode.

6) Carefully read the instructions contained in this IFU and those in the IFU provided with
TSKgel G11 B-Thal..

7) Always use the G11 3-Thalassemia Elution Buffers in combination with the TSKgel G11 (3-
Thal. of the identical lot number. The column lot number is indicated by a single uppercase
alphabetical character (A, B, etc.) on the label of column box. The Elution Buffer label
displays an alphabetic character corresponding to the column lot number, as shown below.

’ 'lpt- B ¢UIUH’1}1 D‘
o

« A Ve,

8) When there is leftover buffer in the aluminum pack that is used again but is once removed
from the analyzer and stored, gently squeeze the aluminum pack by hand to remove all
excess air, and store it at a temperature between 4 and 30 °C firmly tightening the cap so
that the air will not enter it.

9) Do not refill an aluminum pack with any leftover Elution Buffer.

10) If you use the Lot management function on the HLC-723G11, please enter the barcode
information printed on the box/pack labels of Elution Buffers. Please refer to the Operator’s
Manual of the HLC-723G11 B-Thalassemia Analysis Mode for detailed procedure.

11) For safe waste disposal, itis recommended that each laboratory complies with established
laboratory procedures and local, state and federal regulations.

12) Patient samples (clinical specimens) must always be considered as potentially infectious
and should be handled using established laboratory procedures and/or institutional
guidelines.

13) Any serious incident that has occurred in relation to the device should be reported to the
manufacturer and the regulatory authorities in the country where the HLC-723G11 is
running.

14) HLC-723G11 B-Thalassemia Analysis Mode can use G11 F&A2 Calibrator Set and F&A2
Calibrator Set 2, but these cannot be used interchangeably. Please consult your local
Tosoh representative for which calibrator should be used.

2022/04/28
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8. Storage and Stability

All unopened materials are stable until the expiration date on the label when stored at 4 to
30 °C. The expiration date is indicated on the package box and aluminum pack labels.

The G11 B-Thalassemia Elution Buffer No. 1, No. 2 and No. 3 (S) are stable for 90 days
after opening when stored at 4 to 30 °C.

9. Specimen Collection and Handling

A venous whole blood sample collected in a primary tube containing EDTA is required for the
analysis.

A venous blood sample should be collected aseptically. No special preparation is necessary.
Blood samples collected in primary tubes containing EDTA may be stored at 25 °C for 24
hours or at 2-8 °C for 14 days prior to analysis.

10. Procedure

Be sure to read the IFU included with the TSKgel G11 B-Thal.,G11 F&A2 Calibrator Set, F&A2
Calibrator Set 2, G11 F&A2 Control Set and HSi Hemolysis & Wash Solution as well as the
Operator’s Manual of the HLC-723G11 B-Thalassemia Analysis Mode for detailed instructions
for their preparations.

I. Column and reagent installation
Set the following column and reagent appropriately on the analyzer. The column and reagent
are provided ready for use.

- TSKgel G11 B-Thal.

- HSi Hemolysis & Wash Solution (L ) or (LL)

II. Buffers installation

1) Return the Elution Buffer to room temperature before use.

2) Press the “STOP” key on the HLC-723G11 system operation panel to go back to the
STAND-BY state.

3) Uncap the Elution Buffer packs. Keep the caps in case the Elution Buffers are separately
stored after being de-installed from the analyzer.

4) Make sure to insert the tube matching the color of the Elution Buffer pack being installed.

5) Gently squeeze the Elution Buffer pack by hand to remove all excess air inside, and firmly
tighten the cap so that the air will not enter during operation.
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[ll. Calibration

Calibration frequency should be determined based upon QC results and chromatogram
quality at each laboratory. For recalibration details, please refer to the Operator’'s Manual of
the HLC-723G11 and Instructions For Use of G11 F&A2 Calibrator Set or F&A2 Calibrator Set
2.

The G11 F&A2 Calibrator Set and the F&A2 Calibrator Set 2 are prepared to be traceable to
the values of WHO reference reagent, NIBSC code: 89/666 on HbA,. The G11 F&A2
Calibrator Set is prepared to be traceable to the value of WHO reference reagent, NIBSC
code: 85/616 on HbF.

IV. Quality Control Procedure

In order to monitor and evaluate the precision and analytical performance, it is recommended
that at least two levels of controls be run at least once per day.

G11 F&A2 Control Set is provided lyophilized. Refer to the IFU of G11 F&A2 Control Set for
detailed instructions.

Assay quality control materials as instructed in the Operator’s Manual of the HLC-723G11 -
Thalassemia Analysis Mode.

If one or more control samples are out of the established ranges, it is necessary to investigate
the validity of the calibration curve before reporting patient results. Follow the
recommendations of local, state, and federal regulatory agencies as well as laboratory policies.
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A sample chromatogram for G11 F&A2 Control Set, Level (1).

*% THALASSEMIA  REPORT *x
TOSOH
: 2016/11/04 13:45
OP:Root V02. 00
NO: 0006 SL 0001 - 02
ID: 0001 - 02
CAL F Y= 0.9934X - 0.2453
AZ Y= 1.5228X + 0.4823
NAME % TIME AREA
F 1.4 0.59 45.11
AD 68.5 1.81 1843.32
A2 3.4 2.15 52.40
E+ 0.0 0.00 0.00
D+ 0.0 0.00 0.00
S+ 0.0 0.00 0.00
c+ 0.0 0.00 0.00
TOTAL AREA 2682.05
F 1. 4%
AZ2: 3. 4%
", .
W=
L.
POOD 3.1 0.31 84.46
P01 0.1 0.71 1.99
P02 1.8 1.00 48.80
P03 3.8 1.21 102.87
P04 12.8 1.29 344.70
POS 1.1 2.45 28.55
POB 2.1 2.71 56.85
P07 0.3 3.39 9,35
PO8 2.7 3.79 73.65

11. Results

Measurement values (%) indicate the percentage of each peak in relation to the Total Area.
Note the minimum unit of measurement displayed is 0.1 %.

12. Limitations of the Procedure

1) Sample Dilution
Low concentrations of hemoglobin may cause the Total Area of the chromatogram to be
<900 in which HbF and HbA, values should not be reported.
High concentrations of hemoglobin may cause the Total Area of the chromatogram to be
> 5000 in which HbF and HbA; values should not be reported.

2) Measuring Range
The measuring range of HbF is from 0.3 % to 50.0 % and HbA; is from 1.8 % to 9.9 %.

2022/04/28
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13. Expected Values

Reference Range (B-Thalassemia trait):
HbA2 = 3.5%
Ref National Health Service (UK). NHS Sickle Cell and Thalassemia Screening Program.
November, 2006

14. Performance Characteristics

Performance Characteristics shown in this section are all obtained using HLC-723G11
calibrated by G11 F&A2 Calibrator Set except Fig. 2 in Sec. IV Method comparison.

I. Dilution Linearity

A study was performed with G11 F&A2 Calibrator Level 2 diluted with various ratios of HSi
Hemolysis & Wash Solution to determine linearity of HbF (%) and HbA> (%) values against
Total Area. The results demonstrate that it is linear in samples with Total Area from 900 to
5000. It is recommended that measurement be done with Total Area from 1000 to 4500 to give
more reliable results.

Total area HbF% HbA%
853 4.5 6.3
1720 4.6 6.4
2238 4.7 6.3
2789 4.7 6.4
3465 4.7 6.4
3977 4.8 6.5
4483 4.8 6.5
5318 4.8 6.5
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The table below shows the recovery for samples prepared by mixing two types of samples at

different ratios.

High HbF Low HbF Measured value Theoretical Recovery
sample sample HbF (%) value (%)
(ratio) (ratio) HbF (%)
0 10 0.33 — —
2 8 10.08 10.26 98
4 6 20.87 20.19 103
6 4 30.33 30.12 101
8 2 41.04 40.05 102
10 0 49.98 - -
High HbA: Low HbA: Measured value Theoretical Recovery
sample sample HbA2 (%) value (%)
(ratio) (ratio) HbA: (%)
0 10 1.76 - -
2 8 3.22 3.38 95
4 6 4.96 5.00 99
6 4 6.54 6.62 99
8 2 8.44 8.24 102
10 0 9.86 - -
lll. Carryover

Carryover of samples was checked by measuring 2 successive blank samples set just after a
sample with high Total area. Carryover (%) was calculated as:

Carryover (%) = (Total area of the blank sample) / (Total area of the sample) x 100

Total area Carryover (%)
Sample Blank-1 Blank-2 Blank-1 Blank-2
7608.74 31.51 34.15 0.4 0.4

Based on these results, the carryover is not clinically significant.
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IV. Method comparison

A method comparison study was performed on 51 patient samples, with HbA2 (%) values
ranging from 2.9 % to 6.3 %, between the HLC-723G11 and HLC-723G8 analyzers in B-
Thalassemia Analysis Mode.

Fig.1 illustrates the results.

Fig. 2 illustrates the method comparison study results on HbF (%) between the HLC-723G8
and HLC-723G11 calibrated with F&A2 Calibrator Set 2.

Fig. 1 Method comparison study between HLC-723G11 and HLC-723G8 analyzers on HbA2 (%).

HbA, (%)

y = 0.98x - 0.05 »
6 r=1.00 P
n="51

HLC-723G11
o
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Fig. 2 Method comparison study between HLC-723G11 and HLC-723G8 on HbF (%).

HbF (%)

y =0.96 x - 0.05
6 r=1.00
n=51

: d

HLC-723G11

0 1 2 3 4 5 6 7 8
HLC-723G8

V. Precision
1) Intra-assay precision (or within-run precision, n=20)
An intra-assay precision study (n=20) was done on 2 levels of G11 F&A2 Control Set and.

HbF
Standard Coefficient of
Mean o ..
Sample Deviation Variation
(%) (%) (%)
Control Material Level 1 1.50 0.00 0.00
Control Material Level 2 5.12 0.04 0.78
HbA,
Standard Coefficient of
Mean .. L.
Sample Deviation Variation
(%) (%) (%)
Control Material Level 1 3.19 0.03 0.94
Control Material Level 2 6.48 0.04 0.62
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2) Inter-assay precision (or between-day precision, n=20)
An inter-assay precision study (n=20) was done in which 2 levels of G11 F&A2 Control Set
were measured once a day for 20 operating days. The following results were obtained.

HbF
Mean S'[al'.]di.il‘d Coeffi.cignt of
Sample Deviation Variation
(%) (%) (%)
Control Material Level 1 1.51 0.02 1.32
Control Material Level 2 4.69 0.03 0.64
HbA,
Mean Stahdgrd Coeffi.cignt of
Sample Deviation Variation
(%) (%) (%)
Control Material Level 1 3.17 0.06 1.89
Control Material Level 2 5.78 0.11 1.90

VI. Interferences
Glucose/Triglyceride
No effect was observed below 10 g/L for glucose and 5 g/L for triglyceride.

Sodium cyanate/ Acetaldehyde
The presence of these substances may reduce the HbA: value. Care should be taken when
interpreting alcoholic or nephritic patient specimens.

Variant hemoglobin

The variant hemoglobin HbE, HbD, HbS and HbC are separated from HbF and HbA,, and
HbF value and HbA; value are calculated. Since a high number of Hb Variants is observed
worldwide, care should be taken when interpreting the results. Designation of a particular
name cannot exclude the presence of other variants.
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