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Instructions For Use c E
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 HbA1. 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.

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

Catalogue
No.
0021974 Hemoglobin A1c | HbA1c Control Level 1 : 4 vials x 0.5 mL

Control Set HbA1¢ 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.

Description Package content

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 : 2016-12 (YYYY-MM)

. Assigned Values

Lot No. AB4050

Level 1 Level 2
IFCC aligned value
AT 32 +3 82 +5
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) + 2.1562

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.

. 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.

4y 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.

. 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 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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MHCTpykUMK 3a ynoTpe6a Ha pasnniH1 3NLV Ca Ha pasnonoKeHNe Ha HalvA yebcanT:

www tosohbioscience eu B paapena Momow v noaapexka (Service & Support). XapTueHo konve moxe aa
Gbae nonyyeHo Ha fax +32 13 66 47 49 nnv e mail: info.raqa.eu@tosoh.com AktyanHa Bepeua: A1CNT-02020
/N\To3n npogykT cbAbpka MaTepuani ¢ YOBEWKN MK XNBOTUHCKA Nponsxoa u Tpabea fa 6uae
TRETUREH KAaTO NOTEHLUMANHO MHeKUNoIeH

E Navod k pouzill v riznych jazycich je dostupny na na$ich webovych slrankach:

www.tosohbioscience.eu v sekci "Service & Support”. TiSténou verzi mizete obdrzet faxem, &islo: +32
13 66 47 49, nebo e mailem: info.raga.eu@tosoh.com. Aktudini Verze: A1CNT-02020

A\Tento vyrobek obsahuje materidly pochazejici ze 2vifat nebo od lidi a je tFeba s nimi zachazsl jako s
potencialn& infek&nimi.

E Flersprogede brugsanvisninger findes pa vores hjemmeside:

www losohbioscience.eu under " Service & Support” sektionen. Trykte brugsanvisninger kan rekvireres pr. fax
+32 13 66 47 49 eller e mail: info.raga.eu@tosch.com. Nuvaerende Version: A1CNT-02020

A\Dette produkl indeholder kelige eller animalske udgar ialer og bar behandles som
potentielt infektiast

E B i 1in hiedenen Sp 1 sind auf unserer Webseile

www.tosohbioscience,eu Im Kapilel ,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. Aktuelle
Version: A1CNT-02020

/\Dieses Produkt enlhilt menschliches oder lierisches Basismaterial und solite daher wie eine
polenzialla Infektionsquelle behandell werden.

m Oa peite TIg OBNyieg Xpriong ot ToAég yMbaoeg atn Siadiktuakr ToToBeaia pag:

www tosohbioscience eu gty evérnra “Service & Support”. Mopeite va AGBETE TNV EVTUTIN HOP@r
utrofaiAovTtag aitnon péow @ag oTov apiBpud +32 13 66 47 49 N péow nAekTpovikoU Taxudpopelou:
info.raqa.eu@losoh.com. Tpéxouoa Exdoon: A1CNT-02020

/N To mipoidy autd Tepiéxel uhké avBpwiving fj {wikig TTpoéAeuang kai Ba TpéTrel va aviipeTwTiZeral we
BuvnTIKa YOAUOPATIKY.

Instruclions For Use in multiple languages are available on our websile:
www_tosohbioscience eu under the "Service & Support” seclion. A paper version can be abtained by fax
+32 13 66 47 49 or e mail: info.raga.eu@losoh.com, Actual Version: A1CNT-02020

A\ This product contains human or animal source materials and should be lrealed as potentially infectious.

Las instrucciones de uso estan disponibles en diferentes idiomas en nuestra pagina web:
www.tosohbioscience eu en la seccion de “Service & Support® (Servicio y Soporte). También podemos
enviarle una versidn impresa a través del fax +32 13 66 47 49 o por correo electrénico:
info.raga.eui@itosoh.com. Versidn Real: AICNT-02020

Esle producto contiene tejidos de origen humano o animal y debe ser tratado como producto
potencialmente infeccioso.

Eri keeltes kasulusjuhendid on saadaval meie veebilehel:
www.losohbioscience eu alaj .Service & Support”, Paberkandjal versiooni saab lellida faksinumbril
+32 13 66 47 49 vai e posti teel: info.raga.eu@tosoh.com. Kehliv Versioon: A1CNT-02020

/\ See toode sisaldab inim- véi loomse péritoluga aineid ning v5ib olla nakkusohtiik

Les instructions d utilisalion 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@tosoh.com. Version
Actuelle : ATCNT-02020

/A Ce produil conlient des sub i ou i el doil, par conséquent, étre lrailé comme
un produit potentiellemenl infectieux.

m A Hasznalali utasitds tobb nyelven elérhetd webszajtunkon:

www.tosohbioscience.eu, a ,Service & Support® (Szolgaltalas és Tamogalas) szekcid alatt. Nyomtatott
vallozat igényelhetd faxon a +32 13 66 47 49 es lelefonszamon vagy e mailben: info.raqa.eu@tosoh.com.
Aktudlis Vallozat: AICNT-02020

/IMEz a lermék emberi vagy llati forrisanyagokat tartaimaz, ezért lehetségesen ferl5z6ként kel kezelnl.

Istruzioni per I' Uso in diverse lingue sono disponibili sul nostro silo web

www_losohbioscience.eu alla sezione “Service & Support . Versione carlacea puo essere richiesta via fax
al +32 13 66 47 49 o via e mail a info.raga.eu@tosoh.com, Versione Alluale: A1CNT-02020

/Il prodotio contiene maleriali dif arigine umana o animale e va tratiato come potenzialmente infetlivo.

Naudojimo instrukcijas jvairiomis kalbomis galite rasti masy linklalapio

www.losohbioscience.eu skyritje .Service & Support”. Popierine versijg galite gauti faksu +32 13 66 47 49
arba el. padlu jnfo.raga.eu@tosoh.com. Naujausia Versija: A1CNT-02020

/I Siame gaminyje yra Zmogaus arba gyvany kilmés med#iagy, tad elkités laip, tarsi iz galéty sukelti infekeig.

Lietosanas inslrukcijas dazadas valodas ir pieejamas masu inlernela vietng:
www tosohbioscience.eu sadala ,Service & Support” (Apkalpo3ana un Albalsts). Drukatu versiju iesp&jams
sapemt pa faksu: +32 13 66 47 49 vai e pastu: info.raga.eu@losoh.com. Aktuala Versija: A1TCNT-02020

/I\Sis produkis salur cilvéku vai dzivnieku izejmaterialus un ir uzskatams par potenciali infekeiju saturodu.

Brukerveiledninger for flere sprék er lilgjengelig pa vare nettsider:
www.losohbioscience,eu under seksjonen "Service & Support”, Du kan f4 tilsendt en papirversjon ved 4 sende
en faks til +32 13 66 47 49, eller en e-posl til: info.raga.eu@tosoh.com. Gjeldende versjon: AICNT-02020

I\ Deita produktet kan inneholde kildematerialer fra mennesker eller dyr, og ma behandles som potensielt

m Instrukcja Uzylkowania w ré2nych jezykach jest doslepna na naszej slronie interetowej:
www.tosohbioscience.eu w zaktadce ,Service & Supporl” (Serwls | Wsparcie). O wersje papierowg mozna
pyta¢ pod nr faksu: +32 13 66 47 49 lub e mailem: info.raga.eu@tosoh.com. Aktualna Wersja: A1CNT-02020
/N Produkt zawiera malerial pochodzenia ludzkiego lub zwierzecego i dlalego nalezy go traktowaé jako
potencialnia zakainy.

m As instrugdes de utilizagdo encontram se disponiveis em diversos idiomas no nasso sitio:

www losohbioscience.eu na secgdo "Service & Support” (Servigos e Assisténcia). Pode ainda obler uma versdo
em papel através do fax +32 13 66 47 49 ou do email info.raqa.eu@losch.com. Versdo Actual: AICNT-02020
\Este produta contém materiais de origem humana ou animal e deve ser tratado como potencialmenle
infeccioso.

Instructiuni de utilizare in diverse limbi sunt disponibile pe site ul nostru:

www._tosohbioscience eu, la secliunea “Service & Support” (Service si asistentd tehnica). O versiune pe
héartie poate fi obtinutd comandand o prin fax, la +32 13 66 47 49, sau prin e malil, la
info.raqa.eu@tosoh.com. Versiune Acluala: A1CNT-02020

/I Acest produs conjine materiale de provenientd umana sau animald gi trebuie lratate ca poteniial Infecliosse

Névod na pouZitle vo viacerych jazykoch je dostupny na na3ej web stranke:

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

A\ Tento vjrobok obsahuje materil z fudskych alebo zvieracich zdrojov a malo by sa s nim zaobchddzat
ako s polencidlne infekénym materidlom

? Vegjezitna navodila za uporabo so na voljo na nasi spletni strani:

www losohbioscience,eu v razdelku "Service & Supporl” (Servis in podpora), V papirni obliki jih lahko prejmete
po faksu: +32 13 66 47 49 ali elektronski posi: info.raga.eu@tosoh.com. Aktudlna Razli¢ica: A1CNT-02020
/N\Ta izdelek vsebuje materiale Gloveskega ali Zivalskega izvora, kar lahko privede do okuzb.

Bruksanvisning pa flera sprak finn# att tillgd pa var webbplats:

www.losohbioscience.eu under rubriken "Service & Support™. En pappersversion kan erhallas per fax
+32 13 66 47 49 eller e post: info.raga.eu@losoh.com. Aktuell Version: A1CNT-02020

/A\Denna produkl innehaller material med humant eller animalt ursprung och skall behandlas som
polentiellt infektios

n Bir gok dilde Kull Talimallarrna, www.tosohbioscience.eu adresindeki web sitemizin, “Service &
Support” bélimiinden ulagabilirsiniz. Bastli slirdmiind +32 13 66 47 49 numaral faks ya da
info.raga.eu@!tosoh.com e-posta adresinden isteysbilirsiniz. Meveut Siirim: ATCNT-02020

A\Bu iiriin, insan ya da hayvan kaynakli malzemeler igerebilir ve enfeksiyon olasiligi bulundugu géz

oniinde bulundurularak ele alinmaldir.

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
Iyophilized material)
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