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Instructions For Use c €
Hemoglobin A1c Control Set

Revised in November, 2011
1. Introduction

This Hemoglobin A1c Control Set has been designed exclusively
for the quality control of Tosoh Automated Glycohemoglobin
Analyzers, Standard Analysis Mode and Variant Analysis Mode.
This product is intended for evaluation and monitoring of the
performance of HbA. assays on those analyzers by being
assayed as samples.
This product consists of two levels of HbA1¢ (% or mmol/mol) to
cover the clinically significant range for diabetes control.

2. Prior to Use
Inspect the packing and the exterior of the vial for any signs of
damage prior to use. If any damage is visible, contact your local
Tosoh sales representative.
Confirm that the following document is included in the package.

Instructions For Use (this document) 1 copy

3. Warnings and Precautions

1) This product is for in vitro diagnostic use only.

2) This product is intended for use on Tosoh Automated
Glycohemoglobin Analyzers (HLC-723G7, HLC-723G8 and
HLC-723GX), Standard Analysis Mode and Variant Analysis
Mode.

3) After reconstitution, the product must be tightly sealed and

stored in an upright position at 2 - 8 °C.

The reconstituted product can be stored under freezing
condition. In such a case, it must be frozen immediately after
reconstitution.

5) Repeated freeze-thaw cycles must be avoided.

6) In case an erroneous result is obtained with the reconstituted
and frozen product, use another vial of the product freshly
reconstituted.

7) Human blood used in the preparation of this product has been
tested by FDA-approved methods and found negative for the
presence of HBsAg and antibodies to HCV and HIV-1.
Because no test method can offer complete assurance that
products derived from human blood will not transmit infectious
agents, it is recommended that this product be handled with
the same precautions as used for patient specimens.

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

9) In case of accidental ingestion, rinse the mouth and throat with
excess water and immediately call for medical attention.

10) For safe waste disposal, it is recommended that each
laboratory complies with established laboratory procedures
and local, state, and federal regulations.
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4. Content
Cat;lggue Description Package content
0021974 Hemoglobin A1c | HbA1c Control Level 1: 4 vials x 0.5 mL
Control Set HbA1c Control Level 2 : 4 vials % 0.5 mL

This product has been prepared from human blood cells with two
significant level of HbA1c (% or mmol/mol) and lyophilized. The
total hemoglobin concentration is about 40 g /L (4 g / dL) after
reconstitution.

5. Related Components
Catalogue No.
Hemoglobin A1c Calibrator Set 0018767

Traceable to the IFCC reference method. The NGSP values are
assigned using the Master equation (See Section 7 below).

6. Storage and Stability

1) Before opening, Hemoglobin A1c Control Set should be stored
at2-8°C.

2) The product is stable for 7 days after opening or reconstitution
provided that the vial is kept tightly sealed and refrigerated at 2
-8 °C.

3) When the product is frozen after reconstitution, it should be
stored at — 20 °C or below. Then, it will be stable for up to 30
days.

4) The expiration date for this product is shown below.
Expiration date : 2016-01 (YYYY-MM)

7. Assigned Values
Lot No. AB3050

Level 1 Level 2
IFCC aligned value
(mmol/mol) 30 £3 84 £5
NGSP aligned value (%) 49 0.3 9.8 +0.5
IFCC: International Federation of Clinical Chemistry and
Laboratory Medicine ,

The IFCC aligned values are traceable to the IFCC
reference method.

NGSP: National Glycohemoglobin Standardization Program
The NGSP aligned values were calculated using the
following conversion equation (Master equation) from the
IFCC aligned values:

NGSP (%) = 0.09148 x IFCC (mmol/mol) + 2.152

Ref. : Geistanger A. et al. Statistical Methods for
Monitoring the Relationship between the IFCC
Reference Measurement Procedure for
Hemoglobin A1c and the Designated Comparison
Methods in the United States, Japan, and
Sweden. Clin Chem 2008; 54: 1379-1385.

The assigned values are specific to each lot of the product. The
observed values may vary during the life time of the product and
may depend on the used instrument and reagents. Each
laboratory should establish its own criteria for acceptable range of
variations.

8. Preparation

1) Tear off the metal seal with plastic flip top and carefully remove
the rubber cap.
(NOTE) A sudden rush of air can result in a loss of lyophilized
material.

2) Using volumetric pipettes, accurately reconstitute the
lyophilized material with 0.5 mL of purified water.

3) Place the removed cap at step 1) on the vial and let the
material stand at room temperature for 30 minutes.

4) Swirl gently but thoroughly before use to ensure homogeneity.

5) Dilute the reconstituted product with purified water by 51 times
(10 pL of the reconstituted product to 0.5 mL of purified water)
before performing the assays.

9. Long Term Storage Procedure

When the reconstituted product is stored at — 20 °C or below, it
will remain stable for up to 30 days. The reconstituted product
must be frozen immediately after reconstitution.

1) Itis recommended that the reconstituted product is frozen by
being dispensed into plastic tubes.

2) After dispensing, the tubes should be tightly sealed and
immediately frozen at — 20 °C or below.

3) Prior to assay, slowly bring the frozen product to room
temperature, and wait until it completely thaws. After that,
dilute it with purified water by 51 times (10 pL of the thawed
product to 0.5 mL of purified water) and gently mix it.

4) Repeated freeze-thaw cycles must be avoided.

10. Assay Procedure
After reconstitution and dilution, the Hemoglobin A1c Control Set
should be treated in the same manner as an unknown patient
specimen manually diluted. It should be analyzed on a Tosoh
Automated Glycohemoglobin Analyzer following the instructions in
the Operator's Manual.
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EU rev. A1CNT-02020 Symbols on the product labels

IE A4 zikaznici / E dsko kunder f Kunden /

noTe
Eup TreAdtee | Eutopaan cu | Clienles eurapens | pa kilendid /
Consommataurs europdens / Eurdpai ugzcelnk { Chignti guropal / Eurapos kilentai / Eirepas Kienti /
1 Cliantas s | Clienfii suropeni / Eurép i/

Eurapsiske kunder /Kilenci I
Evropski kupcl f Eutopaiska kunder /

m WHeTpyKumu 3a ynotpe6a Ha pa3nvyHi e3avLM Ca Ha paanonokeHHe Ha Halms yeGeaiT:

www.losohbioscience.eu B pagaena Momoly 1 noanpekka (Service & Support). XapTveHo konue Moxe aa
6bae nony4eHo Ha fax +32 13 66 47 49 wnu e mail: info.raqa.eu@losoh.com Aktyanta Bepeua: A1CNT-02020
/N\Toau npoaykT cbabpka MaTepuanu c YOBELIKA UMW XMBOTUHCKM NPoNaXoa W TpAGea fa Gbae
TPETHPAN KATO NOTAHIMANHN UHIDeK [MNAeH Authorized

utnorize

Py Navod k pouZitl v riznych jazyc[ch_je doslupny na naéi_ch webovych slrankach: representative in the

www.tosohbioscience.eu v sekci “Service & Support™. Tidténou verzi miZete obdrZet faxem, &lislo: +32 European Conformity Manufacturer European Community

13 66 47 49, nebo e mailem: info.raga,su@tosoh.com. Akiualnl Verze: A1CNT-02020
A\Tenlo vyrobek obsahuje materidly pochézejlcl ze zvifal nebo od lidf a je tfeba s nimi zachazet jako s
potencidiné infek&nimi

m Flersprogede brugsanvisninger findes p4 vores hjemmeside: .

www.tosohbioscience.eu under " Service & Support” sektionen. Trykte brug: isninger kan rekvil pr. fax

+32 13 66 47 49 eller e mail: info.raga.eu@losoh.com. dé Version: A1CNT-02020 IV D
\Delte produkt indehold kelige eller ani ud; ialer og ber behandles som
potenlielt Infeklios\.

E Bedlenungsanleltungen in verschiedenen Sprachen sind auf unserer Webseite

www.tosohbiosclence.eu Im Kapilel ,Service & Support” erhélllich. Ein Papierexemplar erhalten Sle auf : ; . A .
schriftiiche Anfrage an Faxnummer +32 13 66 47 49 oder per E Mail an: info.raga.eu@tosoh.com. Aktuelle Cata|09ue number In Vll'f"O dlagn95tlc Consult instructions
Version: A1CNT-02020 / Part number medical device for use

A\Dieses Produkt enthalt menschiiches oder tierisches Basismaterial und sollte daher wie eine
polenzielle Infektionsquelle behandelt werden

E' Qa Bpeire Tig OBNYleg XPAONS O TOMES yAWGTES aTn SladikTuakn Totrofeaia pag:
www.losohbioscience.eu otnv evétnta “Service & Support™. Mmropeite va AdBete Tnv évtumn dopen
utroBahhovrag aitnon péow @ag atov apiBué +32 13 66 47 49 ) pEow NAEKTPOVIKOU Taxudpopciou:
info.raqa.eu@losoh.com. Tpéxouoa ‘Exdoon: A1CNT-02020

/N To mipoidy auté mepigxer vAikG avBpudTTivig fi Jwikig TrpoéAeuang ka Ba TrpéTrel va avipeTwTideTal wg

BuvnTiKG JoAUCUATIKO.

Instructions For Use in multiple languages are available on our websile:

www.losohbioscience.eu under the “Service & Supporl” saclion. A paper version can be obtained by fax Batch code /
+32 13 66 47 49 or e mail: nfo.raga.eu@losoh.com, Actual Version: A1CNT-02020 Use by date Lot number Temperature limitation

/N\This praduct contains hurman or animal source materials and should be lrealed as polenlially infectious.

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 pademas
enviarle una verslon impresa a través del fax +32 13 66 47 49 o por correo elecirénico:

info.raga.eu@losoh.com. Versién Real: A1CNT-02020
Este producto contiene tsjidos de origen humano o animal y debe ser tralado como produclo N ET

te infeccloso,

Eri keeltes kasulusjuhendld on saadaval meie veebilehel:

www.tosohbioscience.eu alajaoluses ,Service & Support™. Paberkandjal versiooni saab lellida faksinumbril Net volume

+32 13 66 47 49 v0l o posti teet: info.raga.eu@tosoh.com. Kehliv Versioon: A1CNT-02020 (after reconstitution for
See loode sisaldab inim- v3i loomse paritoluga aineid ning v&ib olla nakkusohtlik. ae .

Asesto pres d lyophilized material)

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, 4 | * adresse : info.raga.eu@tosch.com. Version
Acluelle : AICNT-02020

/A\Ce produil conlienl des subslances animales ou humaines el doil, par conséquenl, étre trailé comme
un produit potentiellement infeclieux.

m A Haszndlati utasitas tobb nyelven elérhetd webszajtunkon:

www.tosohbiosciencs.eu, a ,Service & Support” (Szolgéltatas és Tamogatds) szekcid alatt. Nyomtatott
véllozat igényelheld faxon a +32 13 66 47 48 es telefonszédmon vagy e mailben: info.raga.eu@tosoh.com.
Aktudlis Valtozat: A1CNT-02020

/I\Ez a termék emberi vagy 4llati forrasanyagokat tarlalmaz, ezért lehetségesen fer6z8ként kell kezelni

? Islruzioni per I' Uso in diverse lingue sono disponibill sul nostro sito web

www.tosohbioscience.su alla sezione “Service & Supporl * . Versione cartacea pud essere richiesta via fax
al +32 13 66 47 49 o via e mail a info.raga.eu@tosoh.com. Verslone Attuale: A1CNT-02020
I\l prodotio contiene materiali di origine umana o animale e va trattato come potenzialmente infeltivo.

Naudojimo instrukcijas jvairiomis kalbomis galite rasli masy tinklalapio

www.losohbioscience.eu skyriuje ,Service & Support™. Popiering versija galite gauti faksu +32 13 66 47 49
arba el. paétu info.raga.eu@tosoh.com. Naujausia Versija: A1CNT-02020

/hSiame yra Smogaus arba gyviiny kilmés medziagy, tad elkités talp, tars! fla galéty sukelti nfekeija.

www.tosohbiosclence.eu sadala .Service & Support” (Apkalpodana un Albalsls). Drukélu versiju issp&jams

sanemt pa faksu: +32 13 66 47 49 vai e paslu: info.raga.suffilosoh.com. Aktuala Versija: A1CNT-02020 TOSOH

Listo&anas instrukcijas daZadas valodas ir pieejamas misu intemeta vising:
&S'rs produkts satur cilvéku vai dzivnieku izejmaleridlus un ir uzskalams par potenciéli infekciju saturo$u.

Brukerveiledninger for flere sprak er lilgjengelig pa vare nettsider:
ioscit eu under 1"Service & Support™. Du kan (4 tilsendt en papirversjon ved & sende

www.tosol
en faks til +32 13 66 47 49, eller en e-post Lil: info.raga.eu@tosoh.com. Gjeldende versjon: A1CNT-02020 \ é
N\ Dette Pnoduklut kan inneholde kildematerialer fra mennesker eller dyr, og ma behandles som potensieit ﬂ‘éﬁg}i)ﬂ:ﬂ e — I

Instrukcja Uylkowania w réznych jezykach jest doslgpna na naszej slronie internetowej:
m www.tosohbiosclence.eu w zakladce .Service & Support™ (Serwis | Wsparcie). O wers|a papierowa mozna [\"4{1"”'41 >Z¥¥§B
pyta¢ pod nr faksu: +32 13 66 47 49 lub & mailem: info.raga.eu@tosoh.com. Aklualna Wersja: A1CNT-02020
ﬁ;&d;:ilﬂz::{(l:zrzyﬁatenat pochodzenia ludzkiego lub zwierzecego i dlalego nalezy go traklowaé¢ jako HEERKZ38-2 T105-8623
TEL(03)5427-5181 FAX(03)5427-5220

ﬂ As instrugdes de utilizagdo encontram se disponiveis em diversos idiomas no nosso sitio!
www.losohbioscience.eu na secgdo "Service & Support” (Sarvigos & Assisténcia), Pede alnda obter uma verséo
em papel alravés do fax +32 13 66 47 49 ou do email info.raga.su@tosch.com. Varsio Actual: A1CNT-02020

/\Este produto conlém materiais de origem humana ou animal e deve ser tratado como potencialmenle I TOSOH COR PORATION

infeccioso.
Inslructiuni de utilizare in diverse limbi sunt disponibile pe site ul noslru: BIOSCIENCE DIVIS'ON
www.losohbioscience.eu, la sectiunea "Service & Support” (Service si asistenta tehnica). O versiune pe
harlie poate fi ob{inutd comandand o prin fax, la +32 13 66 47 49, sau prin e mail, la iba-| i
Info.raga su@tosoh.com. Versiune Actuala: A1ICNT-02020 _ Shiba-Koen First Bldg.
T E——— 3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan

/I\Acest produs confine maleriale de provenientd umana sau animala si trebuie lralale ca poleniial infeclioase.
Phone: +81 3 5427 5181 Fax: +81 3 5427 5220

EI N4vod na pouitie vo viacerych jazykoch je dostupny na nadej web stranke:
www.tosohbloscience.eu, v sekcii "Service & Support™. Vytlagenit verziu moZno zfskal faxom +32 13 66 47

49 alebo cez e mail: info.raqa.eu@tosoh.com. Akludlna Verzia: A1CNT-02020
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