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Instructions For Use
Hemoglobin A1c Control Set

P0600702
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Revised in April, 2015
. 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 HbA+c (% or mmol/mol) to
cover the clinically significant range for diabetes control.

. 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 saies representative.
Confirm that the following document is included in the package.

Instructions For Use (this document) 1 copy

. Warnings and Precautions

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

2) This product is intended for use on Tosoh Automated
Glycohemogiobin Analyzers (HLC-723®G7, HLC-723G8,
HLC-723GX and HLC-723G11), 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) The expiration date for this product is shown below.
Expiration date : 2019-01 (YYYY-MM)

7. Assigned Values

Lot No. AB7010

Level 1 Level 2 —
IFCC aligned value
(mmol/mol) 30 +£3 83 t5
NGSP aligned value (%) 49 0.3 9.7 £05

4. Content
| Catﬁlggue Description Package content
0021974 | Hemoglobin Atc | HbATc 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.

. 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).

. 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.

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.

. 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.

. 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 Contro! 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.



BUMIERRERIRAS
(= @& ]

BRAEH: BUOLIZEAKRES
HILEZFR: Hemoglobin Alc Control Set

(B 3EME]
7K1 X X0.5 mL
7KFE2: 4HEX0.5 mL

[FrEA A ]
ZRERNATFETOSOHE BB ML E B 92 H7L (HLC-723G7.
HLC-723G8FHLC-723GX) LRIMEW I EARNMFEEIES.

(EZ=AAAH]
AMARRALHEHETR: BMAERREL A gd
(BB S RARE]

FKFFHFE R E2-8 CTIREF244 Ao
TEBEHRESRTHT: 2-8 CTARERTFIX, ¥&ETF-20 T
TR fRTFE30K.

[ & FARE]
ZIRHE R TFTosoOHE B Eh (b M 2B 8 4 47 4L (HLc-723GT.
HLC-723G8FAHLC-723GX)

[#38753% )

1. Bl&IE

1) WS ERBENSBIE, MNMOBTHEE.

XER: SERABATESHATRIAK.

2) EREERRE, Ho5 mLEBKBEWRBETY.

3) EHNE, $rEREZETHE008.

4) {E AR EELR A LRI AN E — B .

5) KMETEH &S FHNRIE S AR EABEOE (10 uLEREER

FRN0.5 mLATEEEK) o

2. REREEARMBEANERRGIE, BEIRESFESLE

BB maZa M EUE BiRB+E.

(305 RINMERE]

Lot. No. (#t5) ABT010

RBEFARHRPENTESHAREEE, BRIBER, UEsE
EAR. HFRIESRUISBRENASTNEELEENEXER,
RS EREFEE S RENERERE.

FEA ML E A& MESIFCC (mmolmol) HIE RERNGSP (%) B
FRE:

IFCCE (1)

p kF2
IFCCTE (mmol/mol) 30 +3 83 *5

(k1) IFcc: ERRBERARLEMIB EESHES

NGSPE (*2)

KT 7kF2
NGSPTE (%) 49 £03 9.7 0.5

(*2) NGsP: XEBEFRENMOEQRENLITRI
NGSPE R HIFCCEBIT M T ARt Emsk:
NGSP (%) = 0.09148 X IFCC (mmol/mol) +2.152
TOSOHZ B ZhiB X 41 F B 57 47 (U B9 #E 4K I 2T 3B 53 %6 18 FANGSP
(EE

[ 7= RIEREIEAR]
1. RN
FEmENEY NEERTHNS EEEEN.
2. TEE
1) MAEEE
FEERS N EUE B NERMENTREY (cv) HRLI %
2) HEERE
FEAPRETREY (cv) MN<2 %

UEE=m]
LiZFE R AT ERNS B E A
2.1% = & A FTosoHE B BB M4 E B 44740 (HLC-723G7.
HLC-723G8FAHLC-723GX ) »

IEANERE RN ERINE THR. MERNAER, &
G T A TOSOHSS E R IB R EE & o

4.5 R R B RREER

5.7EFE il &R ETE S — 0 A MY 2T 45T AR
M, wrHHBsILE, HOVILRRIRIVIA (K. BT FmEERRE
RMFRGH TSNS, FUESZTRNAS®EAL
FEAE R A FRRS HE e

6.5 ME ABH TR H~ M.

7AT BEFIEEE BRI, BYENTER, S24/
B REK R B — AR TR AN INRE— HE N RIER
NEBHSEETEE, ELREASNE R RTRIE R AL
FEt. ERTEOEENMEETHITIRESEEIRE.

sEMRENER, HRAXAEIFRERYHER. KESH
By bR S MM E 1T E

(£ ]
MV ZFR: TOSOH CORPORATION (FP30iE4H: HFE#ASLH)
7EfRMbLE: 4560, Kaisei-cho, Shunan, Yamaguchi 746-8501, Japan
ﬂi}tﬂﬂ.ﬂk: 4560, Kaisei-cho, Shunan, Yamaguchi 746-8501, Japan
=) i&: +81-3-5427-5181 (A A)
1& H: +81-3-5427-5220 (HZA)

] Ht: www.tosoh.com

[RIBA]
A EfHR: TE (LF) £UREERAE
M b PELEWHHRICRELK 12895 BEEK301E
BRI 4RE5: 200233
B i%: (021) 3461 0856

[ERREEA]
tlEH: FERERELRT (LE) BRAR
i fb: FPE LSRR IS 12338 KB okt
BREI%RA5: 200120
B i%: (021) 6888 2626
BRE 4% 400-820-0815

Al ZH: LBERERESESRAA

i PEEETRITR AERKKesS
BB EI4RAL: 200110

B i%: (021) 5488 0800

BR&#4k: 800-820-6115

([EfremitbEE &S]
Eazh it (#) F20135824001045

[ @irERS ]
YZB/JAP 6307-2012

[ AR H it B B R &2 B HE)
20135E1 B0 #b A



EU rev. ATCNT-0300702

[ p 1 Evropiti zah !EwopaskekunderrEulEp
Kunden /E lo) nedneg / E / Cliente LIoona
khendid / Consommataurs dens | Eurdpal u’g nlekl'l’.‘,henheuropalfﬁwnpus

Khientai | Eiropas klientl | Europeiske kunder fMienci euroy ligntes europeus | Clientii evropeni /
Eurdpski 2akaznio / Evropski kupci / Euroueusu kunder / vmpa'dan migtariler

W 38 YNOTp Oa Ha p a:wm €A Ha paanonoxeHue Ha Hawua yebcant:

www losohbiscience.gu 8 M noAIpseka (Service & ), XapiueHo sofive
Moxe Aa e nanyuero wa fax +32 13 66 47 48 w2 mail: Infg, LOm ARTYaNHa
Bepons: AICNT-0300707

<1\, To3n NPOAYKT ChABPIKE METEPHANN C HOBELLIKI UV KMBOTHHCKY APOM3XOM Y TPAGBA Aa Bbae
TPOTHPEH KaTO NOTEHIARHO 4

Naévod k pouitf v riznych jaz gedos!u na nasich webavych strénkach:
wiww.losohbloscience.éu v 46 uppon Tidlbnou verzi midele abdrZet faxem,

gislo: +32 13 68 47 49, nebo e mailom lﬂh&ﬂmm Akludln Verze Am%ﬂz
Ay Tenlo wrobek obsahuje materialy pochizejicl ze zvifat nebo od lidi a je tfeba s mimi zachazel
jakos polmclalné infekénimi.

Fie sanvisningar findes pa vores h id .www losohbioscienca, eu
mg&ppoﬂ Trykie b an rekvireres pr, fax +32 13 66 47
48 aller & mail: uvaerende Versmn M T-

A, Detle produkt |ndshnfder menngskelge eller animalske udgangsmaternaler og bar behandles
som polentielt infaktiest.

s [:4 Bedi gen in verschied prar.hensmﬂaulunssmrwebsell

www.loso Iosc-encs: eu Im Kapilel Service & Su, “ erhalllich, Ein Papierexemplar erhallen

Sip au{ sehnflliche Anfrage an Faxnummer +32 13 4? 49 oder par E Mail an:

m . Aktuelle Version: ATCNT-0300702
Dieses Produkl enthlt liches oder Bi

polenzloun Infektionsquelle behandelt werden

Oa Ppzire ng Odnyieg ypRomg ot moAM w\mﬂa:q crrr} Byuﬁmumcn tomolegin pag:
www mwhhiuw 3 %m

| und sollte daher wie eine

ENCE.eU OTV evoTnTd ¥ %0 ASRETE TNV Evium
unDﬂMa\ovTug aimon piow gof ooy Gpuapu '32 13 6‘5 ?4 W rw:lmun:uun
ruxuﬁ-pouzm Infi. , Tpiyovan Exboar: 2
I To ipoidv ouro MERIEXES UAKO 1] (L\.IIIU‘]!; pothruang kol Ba mpérn va

uwmmum(crul wg Buvnyiixd pohugpaned,

ﬂ Instructions For Use Jn mulliple languages are avaitable on our wabsite. winw.losahiblosciens
under Ihe” Service & Support” sechon. A paper version can be oblained by fax +32 13 66 47 49 or

e mau 'ﬂﬂ.ﬂﬂiﬂu@tﬁﬁiﬁm Achal Version: Al
: ‘gus product conlains human or animal source matenals and should be treated as potentially
infoctipus.

a Las instucciones de uso estan disponibles en diferentas idiomas en nueslra ina web:
www._tosohbioscience.eu en la seccin de “Service & Suppor” (Servicio y Soporg). También
: 2mos enviarle una version jmpresa a I‘{avés dal I‘a%t +32 13 66 47 49 o por carreo electronico:
%:..’iﬂi AICNT-0300702
Este

n Real:
E clo conliane tefidos de ongen humanao o animal y debe ser lratado como produclo
polencialmente infeccioso,

Eri keeltes § bliehel: www losohblostience.eu alajaoluses
Service & Support” Pnbertimd]:l versiooni saab lellida faksinumbel +32 13 66 47 48 vai e posli
tiv Varsioon:

teel. mﬁlﬂ@lmm AICNT-0300702
A & sisaldab inim- vii loomse parilpluga sineid ning wiib olla nakkusohtlik,

Les instructions @ ulilisation sont dispdnibles en plumurs langues sur nolre site web,
www.losahbiosciance.eu, dans la rubngua « Servica & Suppori ». Vous pouvez ebleni un
e:empla:repapmparfax aun® +32 1366 47 49, ou par & mail, 4" adresse :
Vefsion Acluelle - Al
& produl mntlenl des substances animales ou humaines et doit, par conséquent, étre traite
curm'ne un produit p | infectieux

A Hasendlali ulasitds 1obb nyelven eférheld webszajlunkon: www tlosohblostience eu, a Service &
Suppart gs:orgéllalés €3 Tamogats) szekcié alall Nyomlalon véltozat wnm faxon a #32
13 66 4? 44 es lalefonszamon vagy & maliben: (nfo.raqa eu@losch.com, Vallozal:

kA Ez a lermék emberi vagy allali forrasanyagokal tartalmaz, ezért lehetségesen lerdzokénl kell
ezelni

Istruzioni per ' Uso in diverse lingue sono disponibili sul nosiro sito web www.tosohbioscience eu
alla sezione "Service & Support’ . Versione cartacea put assere nchmsta via fax al +32 13 66 47
49 o via & maf a Info. , Versione AMluale: 2

Z.? Il pradatty contiene materiali di origine umana o animale e va lrallala come potenzialmente
Infathivo

is: galite rash misy tinkialapio www losohbioscience eu
sk ILI]B Semco & F-‘onlarrrw ver allla 1 faksu '32 13 66 47 49 arba el, paslu
Naujausia Versy
2 aus arba g'_m]nu kilmes medziagy, tad elkités taip, tarsi jie galéty
sukeln infa mpq

odds ir ,'

val misu
www tosohbmmenw au saclai Suppﬂﬂ (Apxaiposana un mbalr.is) Drukaiu vsrsqu
Ssp?ams san%ml a ?faks-u 2 13 66 47 49 vai @ pastu; jnlo raga eulosoh.com, Aklus
ersya. AICH ﬂl&q %%
& gggﬁmdﬁls satur civithu vai dzivnieku izejmalerialus un ir uzskalams par polenciali infekciju
salurou.

Brukervelledninger for flere spfé!t er ligiengelig pd vare neltsider: www.losohbioscience.eu under
}{a Sup Dul kan fa & dl en papwa. on ved & sende en faks 1l +32 13
6647 49, eller an e-post lr} inf rﬂe

versjon: Al i;ﬂ}ﬂmﬂ?ﬂg
2. Dette produklet kan inneholde i:ﬂdemmenalor Tra mennesker eller dyr, og ma behandies som
potensiell smittefariig

m Instrukeya Uhrlkawama w riznych jezykach jest dostepoa na nasze| sironis inlemelowe]:

www Losohbicscience.eu w zaklades Senvice & Support * (Serwis | Wsparcie). O
paplerows mona z{!ad % nr faksu| +32 13 66 47 49 lub e mailem: gﬁmqa}@y@\:mm

Aktuaina Wersja:
/h, Produk! zawiera malerial pachodzenia ludzkiego lub zwierzecego i dlatego nalezy go traklowaé
jako potencialnie zakainy.

As instrugBes de ulilizagao encontram se dispaniveis em diversos idiomas no nosso sitio:
www losohbioscience.eu na seccdo “Service & Su &sge e ASSISI?HCIE) Pode ainda
ou do email §

ppod” (Senvigos
obler uma versdo em papel alravés do fa: +32 1366 47
Verso Achal uuﬁﬂam
I\ Este produto conlém maleniais de odgem humana ou animal e deve ser tratado como

potencialmante infeccioso.

Enstructiun de ullizare In diverse limbi sunt disponibilo pe site ul nastru: www. losohbioscience ey,
la secliunea “Service & Sy (Service 5i asistani tehnica). O versiune pe hrtie poate f
oblinutd comandand oﬁnn la +32 13 66 47 49, sau prin e malil, la ind

Versiung Actuala:

1", Aces| produs conune n‘aEB’rElB de provenien{d umana sau animal3 si liebuie tralate ca

polr-.mw infeclipase,

Névod na pouditie vo viacerych iazymdue duslnpny fa nasej wab stranke

www losohbioscience.au, v seki ” & Su Vyllagen(s verzi mokno zjskat faxom

+32 13 66 47 49 aleba cez e mail: Ma,\guﬁimm Akluding Verzia:

A Tenlo wro:kok obsahuje mazensll‘ﬂudskych alebo zvieracich zdrojov a malo by sa 5 qnim
05 ym

Ve%ezmna navodila za uporabo so na voljo na nasi spletni strani: www. losohbloscience eu v
razdelku “Serviee & Suppor” (Servis in podpora). V papini obliki ]m lahko pm;mele po laksu. +32

13 66 47 49 ali elekironski pasii. info.raga gg@jﬁm com, Aktudina RaziiGica: AICNT-0300702
/) Taizdelek vsebuje materiale doveskega al fivalskega Izvma km lahko privede do okub
ﬁ Bruksanvisning pa flera sprak finns all tllga pd vir webbplals: www.losohbioscience eu under
rubriken * Service & Support” . En pappersversion kan erhillas par fax +32 13 66 47 49 eller e
;ml w@m%‘gm. Akluell Version: ATCNT-0300702
T, Denna produkl innehaller malerial med human| eflar anjimalt ursprung och skall behandlas som

poinntlnill Infektigs.

Blrcukdllde" il Tal ‘'na, www.lesohb eu adresindeki web izin,
& Suppart” boll tagabilirsiniz. Basi siin +32 13 66 47 49 numarali faks ya da
nf #-posta adrasinden istayeblirsiniz. Meveut Strim:

1 Bl uriin, Insan ya da hayvan kaynakl malzemieter icerebilir ve enfeksiyon dasﬂur}i buiundudu
g6z Sniinde b ele

Symbols on the product labels

C€ e

Authorized
representative in the
European Community

Eurapean Conformity Manufacturer

REF IVD

in vitro diagnostic Consult instructions
medical device for use

Catalogue number
/ Part number

LOT

Batch code /

Use by date Lot number Temperature limitation
NET | Mfg. site
Net volume Actual
(after reconstitution for manufacturer
lyophilized material)
TOSOH
. . e
BERR T RY/-HE4
NAFHA T AEEY

HRMERZ 3-8-2 T105-8623
TEL (03) 5427-5181 FAX (03) 5427-5220

sl  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 13 66 47 49

This manual may not be reprinted or copied in whole or in part wilhout writlen consent of Tosoh Corporation.
The contents of the manual are subjgct to change wilhout notige;

"HLC™, "HLC-723" FBARUEDROBIZHT2H Y — KA RHOBRBMTT,
G111 RRY —#%REHORBMBTT,

"HLC" and "HLE-T23" are lhe registered Irademarks of Tosoh Corporalion in Japan, etc,
“G11" is the registerad trademark of Tosoh Carporalion.

AFMAERZRWHKR 24 ( Tosoh Corporation ) BEREMIER T , RHTL WIS K ERE.
AFMHANEEE BT TEH,

"HLC™ B "HLC-723" AWK &4 ( Tosoh Corporation } & Eﬂiﬁﬁﬂﬁliﬂiﬁﬁwl‘iﬂﬂﬁm
"G11" REWHKR &4 ( Tosoh Corporation ) ?’.‘m%‘x

Printed in Japan



