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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 HbA4; 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.

4) 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.

4, Content
Cat'z;:llggue Description Package content
0021974 Hemoglobin A1c | HbA1c Control Level 1 : 4 vials x 0.5 mL
Control Set HbA1c Control Level 2 : 4 vials x 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 : 2016-10 (YYYY-MM)

7. Assigned Values
Lot No. AB4040

Level 1 Level 2
IFCC aligned value
(mmol/mol) 32 £3 82 t5
NGSP aligned value (%) 51 0.3 9.6 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
Iyophilized 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 uL 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) It is 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 uL 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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WHeTpykumm 3a ynoTpeba Ha pasnviHyi €3aruM ca Ha pa3nornoxeH e Ha Hawma yeGeaT:
www_tosohbioscience eu 8 pasaena Momoly 1 nopapbxka (Service & Support). XapTUeHo konve MOXe Aa
6bae nonyueHo Ha fax +32 13 66 47 49 wnun e mail: info.raga.eu@losoh.com AktyanHa Bepcua: AICNT-02020
/A\Toan npoaykT cbabpXa MaTEPUANN ¢ YOBELIKA AV KVMBOTUHCKM NPOM3XoA v TpabBea Aa 6bae
TPETHREH KATO NOTEHUMAIHO MHGEKUMOIeH

Navod k pouzill v riznych jazycich je doslupny na nasich webovych strankach:

www.tosohbioscience,eu v sekci "Service & Support”, Tisténou verzi mtizete obdrZet faxem, Gislo: +32
13 66 47 49, nebo e mailem: info.raqa.eu@losoh.com, Aktudini Verze: AICNT-02020

A\Tenlo vyrobek obsahuje malerialy pochézejici ze zvifat nebo od lidi a je tfeba s nimi zachazet jako s
potencidlné infekEnimi,

Flersprogede brugsanvisninger findes p4 vores hjemmeside:

www. tosohbioscience.eu under " Service & Suppoit” seklionen, Trykte brugsanvisninger kan rekvireres pr. fax
+32 13 66 47 49 eller e mail: info.raga.eu@tosoh.com. Nuveerende Version: A1CNT-02020

\Delte produkt indeholder mer kelige eller animalske ud ialer og ber behandles som
potenlielt infektiast.

Bedienur itungen in ver: 1en Sprachen sind auf unserer Webseile

www,tosohbioscience,eu Im Kapitel ,Service & Support* erhéltlich, Ein Papierexemplar erhalten Sie auf

schriftliche Anfrage an Faxnummer +32 13 66 47 49 oder per E Mail an: info.raqa.eu@tosoh.com. Akluelle

Version: ATCNT-02020

&Dlesss Produkt enth&lt menschliches oder tierisches Basismaterial und sollte daher wie eine
ile behandelt werden

©a Ppeite TIg OBNyieg Xpriong ae ToAEG yAwooes aTn diadikTuakry ToTroBECia pag:

www tosohbioscience.eu atnv evérnra “Service & Supporl”. Mwopeite va AGBete TNV EvVIuTn pop@r
utrofaAAovTag aitnon péow @ag otov apiBpd +32 13 66 47 49 rj pEow nAeKTPOVIKOU Taxudpopeiou:
info.raqa.eu@tosoh.com. Tpéxouoa Exdoon: A1CNT-02020

Ao TTpoidv autd TEPIEXEI VAIKG avBpuitmvig f {wikig TPOEAEUaNG Kal Ba TPETTEI va QVTILETWTTICETAl WG
BuUVNTIKA JOAUTHATIKS.

Instruclions For Use in mulliple languages are available on our websile:

www.tosohbioscience.eu under lhe "Service & Support” seclion. A paper version can be obtained by lax
+32 13 66 47 49 or e mail: info.raga.eu@tosoh.com. Actual Version: A1CNT-02020

/I This producl contains human or animal source materials and should be treated as potentially infectious.

Las instrucciones de uso eslan disponibles en diferenles idiomas en nueslra pagina web:
www.losohbioscience.eu en la seccion de “Service & Support” (Servicio y Soporle). También podemos
enviarle una version impresa a través del fax +32 13 66 47 49 o por correo electranico:

info.raga.eu@losoh.com. Verslén Real: AICNT-02020
Este produclo contiene tejidos de origen humano o animal y debe ser tratado como producte

potencialmente infeccioso.

Eri keeltes kasutusjuhendid on saadaval meie veebilehel:
www.tosohbioscience.eu alajaotuses ,Service & Supporl”. Paberkandjal versiooni saab lelllda faksinumnbril
+32 13 66 47 49 vdi e posti teel: Info.raga su@tosoh.com. Kehtiv Versioon: A1CNT-02020

£\ See toode sisaldab inim- vdi loomse péritoluga aineid ning vaib olla nakkusohtlik,

Les inslructions d' utilisation sont disponibles en plusieurs langues sur notre site web,

www. losohbioscience,eu, dans la rubrique « Service & Support ». Vous pouvez obtenir un exemplaire
papier par fax, au n°® +32 13 66 47 48, ou par e mail, 4! * adresse : Info.raqa.eu@tosch.com. Version
Actuelle : AICNT-02020

/\ Ce produil conlient des substances animales ou humaines et doit, par conséquenl, étre Iraité comme
un produit potentiellement infeclieux.

8888 E 8 8

A Hasznalati utasitas tobb nyelven elérhetd webszajtunkon:

www.losohbioscience.eu, a ,Service & Support” (Szolgaltatas és Tamogatas) szekeié alalt, Nyomtatott
vallozal igényelheld faxon a +32 13 66 47 49 es lelefonszamon vagy e mailben: info.raga.eu@tosoh.com.
Aktualis Valtozal: AICNT-02020

/N\Ez a termék emberi vagy allali forrasanyagokal tarlaimaz, ezér lehelségesen feridzéként kell kezelni.

Istruzioni per I' Uso in diverse lingue sono disponibili sul nostro silo web
www tosohbioscience.eu alla sezione "Service & Support * . Versione cartacea pud essere richiesta via fax
al +32 13 66 47 49 o via e mail a info.raqa.eu@tosch.com, Versione Atluale: A1CNT-02020

/1)1 pregatio contiene materiali di origine umana o animale e va trattato come patenziaimenta infeflive.

Naudojimo instrukcijas jvairiomis kalbomis galite rasti misy tinklalapio

www tosohbioscience.eu skyriuje ,Service & Support’. Popiering versqq gahte gauli faksu +32 13 66 47 49
arba el. patu info.raga.eu@tosoh.com. Naujausia Versija: AICNT-0202

&Grama qaminyje yra 2mogaus arba gyvany kilmés medziagy, tad elkités lalp, larsi jie galeély sukelti infekcija,

Lieloganas inslrukcijas daZadas valodas ir pieejamas masu inlerneta vietna:

www,tosohbioscience eu sadala ,Service & Support” (ApkalpoSana un Albalsts), Drukalu versiju iespgjams
saneml pa faksu: +32 13 66 47 49 vai e paslu: info.raqa.eu@losoh.com. Akluala Versi JCNT-02020
/N\8is pradukls satur cilveku vai dzivnieku izejmalerialus un ir uzskalams par potenciali infekeiju saturosu.

Brukerveitedninger for flere sprak er lilgjengelig p4 vére nettsider:

www.tosohbioscience.eu under seksjonen "Service & Support”. Du kan f4 lilsendt en papirversjon ved 4 sende
en faks il +32 13 86 47 49, eller en e-post lil: info.raga.eu@tosoh.com. Gjeldende versjon: A1CNT-02020

N\ Datte produktet kan inneholde kildematerialer fra mennesker eller dyr, og ma behandles som polensielt
smittefarig.

instrukcja Uzytkowania w réznych jezykach jest doslepna na naszej slronie inlernelowej:
www.tosohbloscience.eu w zakladce ,Service & Support” (Serwis | Wsparcie). O wersje papierowg mozna
pyla¢ pod nr faksu: +32 13 66 47 49 lub e mailem: info.raga.eu@tosoh.com. Aktualna Wersja: A1CNT-02020

/N\Produkt zawiera material pochodzenia ludzkiego lub zwierzecego i dlatego nalezy go traktowaé jako

As instrugdes de utilizagao encontram se disponiveis em diversos idiomas no nosso sitio:

www. losohbioscience.eu na secgdo "Service & Support” (Servigos e Assisléncia). Pode ainda obler uma versao
em papel alravés do fax +32 13 66 47 49 ou do emalil info.raqa.eu@tosch.com. Versdo Actual: A1CNT-02020
/N\Este produto contém materiais de origem humana ou animal e deve ser tratado como potencialmente
infeccioso,

Instructiuni de utlllzare in diverse ||mb| sunt disponibile pe site ul nostru:

WwWW. b eu, la "Service & Support” (Service si asisten|a tehnica). O versiune pe
hartie poale fi oblinutd comandand o prin fax, la +32 13 66 47 49, sau prin e mail, la
info.raga.eu@tosoh.com. Versiune Actuala: ATCNT- 02020

I\ Acest produs conline maleriale de provenien(s umana sau animala §i trebuie fralale ca potential Infectioase.

Navod na pouZitie vo viacerych jazykoch je dostupny na na3ej web slranke:

www.tosohbioscience.eu, v sekcii “Service & Support”. Vytlacenl verziu mozno ziskat faxom +32 13 66 47
49 alebo cez e mail: info.raga.eu@tosoh.com. Aktualna Verzia: A1CNT-02020

/N Tenlo virobok obsahuje material z fudskych alebo zvieracich zdrojov a malo by sa s nim zaobchadzat
ako s potencialne infekénym maleridlom

Vegjeziéna navodila za uporabo so na voljo na nasi spletni strani:
www.toschbioscience.eu v razdelku *Service & Support” {Servis in podpora). V papirni obliki jih lahko prejmete
po faksu: +32 13 66 47 48 ali elektronski poéti: info.raqa.eu@tosoh.com. Aktudlna Razii¢ica: A1CNT-02020

/M Ta izdelek vsebuje maleriale Elovedkega ali Zivalskega izvora, kar lahko privede do okuzh.

Bruksanvisning pa flera sprak finns att tillga pa var webbplats:

www._tosohbioscience.eu under rubriken "Service & Support”. En pappersversion kan erhdllas per fax
+32 13 66 47 49 eller e post: info.raga.eu@tosoh.com. Akluell Version: A1CNT-02020

A\Denna produkt innehller material med humant eller animalt ursprung och skal behandlas som
potentiellt infektigs
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n Bir ok dilde Kullanma Taiimatlar’'na, www.tosohbioscience.eu adresindeki web sitemizin, “Service &
Support” bgliminden ulagabilirsiniz. Bastl strimiinid +32 13 66 47 49 numarali faks ya da
info.raga.eu@losoh.com e-posta adresinden isleyebilirsiniz. Meveut Siirim: A1CNT-02020

/N\Bu riin, insan ya da hayvan kaynakli malzemeler igerebilir ve enfeksiyon olasihgr bulundugu géz

6nlinde bulundurularak ele alinmalidir.

Symbols on the product labels

C€

European Conformity

Authorized
representative in the

Manufacturer European Community

REF IVD

In vitro diagnostic Consult instructions
medical device for use

Catalogue number
{/ Part number

LOT

Batch code /
Lot number

Use by date Temperature limitation

NET

Net volume
(after reconstitution for
lyophilized material)

TOSOH

BB V-S4

NLFY AT AERE

RREEXZ3-8-2 T105-8623
TEL(03)5427-5181 FAX(03)5427-5220

M TOSOH CORPORATION
BIOSCIENCE DIVISION

Shiba-Koen First Bldg.
3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan
Phone: +81 3 5427 5181 Fax: +81 3 5427 5220

TOSOH EUROPE N.V.

Transportstraat 4
B-3980 Tessenderlo, Belgium
Phone: +32 13 66 88 30 Fax: +32 1366 47 49
This manual may not be reprinted or copied in whole or in part without
written consent of Tosoh Corporation. The contents of the manual are
subject to change without notice.
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