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% A1C

A1CNow®

Self Check

A1CNow®

Note: All instances of the box or pouches in this insert are
representative ONLY. Please refer to the packaging included

with your specific kit.

(o
ptS Diagnostics

1-877-870-5610 (toll-free) or
+1-317-870-5610 (direct)

We invite you to call us and we will guide you
through the test.

0630p 1 KpaTKoe
(NpaBoYyHoe
PYKOBOACTBO

A1CNow®

Self Check

A1CNow®

Mpumeyanue. Bce ykazaHHble B 3T0M BK/1azbllLe KOPOOKM
1 ynakosku npeactasnenbl TONIbKO B kauecTse 06pa3Lios.

(M. yNaKoBKY, Npunaraemyo K BaLemy KOMMIeKTY.

()

ptS Diagnostics

1-877-870-5610 (6ecnnatHbiil) unu

+1-317-870-5610 (npamoit)

No3BoHUTE Ham, U Mbl npeaocTaBuM Bam
WHCTPYKLUW NO BbINOJIHEHUIO TecTa.
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/\ IMPORTANT!

« FIRST, we strongly recommend you read all
instructions carefully and watch the brief
instructional video on our website at
ptsdiagnostics.com. THEN, follow all steps as
you perform the test.

« Do not open pouches until instructed.

Make sure lot number on analyzer matches lot

numbers on pouches.

Use indoors between 18°C - 25°C /64°F - 77°F

and out of direct sunlight.

If the kit has recently been kept at temperatures
outside the recommended conditions, keep the
kit at room temperature for at least one hour
before use.

25°C
(77°F)

18°C
(64°F)

@ Complete test within 15 minutes.

6 Open Foil Cartridge Pouch*

AFTER Blood Collection

Insert cartridge into analyzer immediately
@ and use within 2 minutes.

Do not use if the product is past the expiration date.

Tear foil pouch open at the notches on the sides.

& Caution: Do NOT open foil pouch until this step.

Use within 2 minutes of opening.
If foil pouch is damaged, do not use.

T
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« BO-NEPBDbIX, HacToATeNbHO pekomeHpyem
BaM BHUMATENbHO NPOYECTb BCe MHCTPYKLMM

1 IOCMOTPETb KpaTKoe 06yualoLLiee BUAEO Ha HaLeM
Beb-caifte ptsdiagnostics.com. TOMUMO 3TOIO,
BbINONHAA TECT, oBNtoaiiTe BCe YKa3aHHble Laru.

He BckpbiBaiiTe ynakoBky A0 nonyyeua
COOTBETCTBYIOLLYMX MHCTPYKLMIA.

coBnajan c Homepamu napmVl Ha ynakoBKax.

CONHEUHbIX yYeid.
He ncnonb3yiite NPOAYKT, €CM OH UCTeK.

MpoBepsiite, 4To6bl HOMEp NapTUY aHanu3atopa

Vcnonb3yiite BHYTPU NOMeLLeHuiA Npy TemnepaType
o1 18 go 25 °C (o7 64 fo 77 °F) BRANM OT NPAMBIX

Ecnin KomnnekT HeaBHO XpaHWACA Npu TemMneparype,
BbIXOAALLEV 33 paMKM PeKOMEHAYeMOro AManasoHa,
nepez UCronb30BaHEM 0CTaBbTE ero NpU KOMHATHOI

Temneparype Ha BpeMs He MeHee Jaca.
25°C
(77°F)

18°C
(64 °F)

@ BbinonHute TecT B TeUeHMe 15 MUHYT.

6 BckpbiTne ponbrupoBaHHoi

YNaKoBKM KapTpumka*
NOCUIE 3a6opa kpoBu

He3amepnutenbHo BCTaBbTe KapTpUAXK B aHanu3aTop

W UCNONb3YiATe B TeyeHe 2 MIAHYT.

Bekpoiite GonbrupoBaHHyk ynakoBKy B COOTBETCTBUM

CYKa3aHHbIMI OTMETKaMU C 0beunx CTOPOH.

& Mpepynpexpaenne. HE BckpbiBaiite

(GonbriupoBaHHyto ynakoBKy
[0 BbIMONHEHNA 3TOTO LWara.

Wcnonb3yiite B TeyeHne

2 MUHYT NOCe BCKPBITHA.
Ecau GonbrupoaHHas ynakoska
TIOBPEXKIEHa, HE UCTIONb3YIATe ee.
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DO NOT adjust your medication unless
instructed to do so by your doctor or
healthcare provider.

« Ifyou have any questions about your A1C result,
please contact your doctor or healthcare provider.

Caution: This device contains material of animal
origin and should be handled as a potential carrier
and transmitter of disease.

For additional information, see the reverse side of
thisinsert.

If you are not able to access the instructional
video on our website, we encourage you to call
customer service at 1-877-870-5610 (toll-free
in US and Canada) or +1-317-870-5610 (direct)
to walk you through the test.

Analyzer Front

Analyzer Back

%A1C

A1CNow*®

Self Check

Code Lot Number

7 Insert Cartridge

+ “Click"test cartridge into place.

« Analyzer and test cartridge codes must match.

« If codes do not match, call
Customer Service at 1-877-870-5610
(toll-free in US and Canada) or
+1-317-870-5610 (direct).

Match codes

If analyzer and cartridge
codes do not match, call
Customer Service at
1-877-870-5610 or
+1-317-870-5610.

+ HE u3mensiite §o31poBKy npenaparos, e
TONbKO Bbl He NONY4NAM COOTBETCTBYlOLME
MHCTPYKLVK OT Neyallero Bpava.

+ [pu BO3HUKHOBEHUN KaKuX-Nnbo BONPOCOB
0 pe3ynbTaTax U3MepeHuii FAMKMPOBaHHOTO
remorno6uxa A1C obpatuaiiTech k nevalemy Bpauy.

TMpepynpexpenue. 310 yCTPOIACTBO COfePUT
Marepuanbl XMBOTHOTO NPOUCXOXAEHMA, NOITOMY
CHUM Heo6X0A1MO 06paLLaTbCa Kak ¢ NoTeHLMaNbHbIM
HOCUTENeM 11 NepeHOCYNKoM 3a601eBaHUi.

JlononHuTenbHyto nHGopMaLmio CM. Ha 06paTHOI CTopoHe

3TOr0 BKNafblLla.

Ecnn Bam He yaeTcs noyunTb AOCTYN K
obyuaroLemy BUAEO Ha Halem Be6-caiite,
peKomeHfyem Bam NO3BOHMUTb B Cyk6y no pabote

CKnueHTamu no Homepy 1-877-870-5610 (6ecnnatHbiit

B CLIA n Kanape) unu +1-317-870-5610 (npamoii),
4T06bI NONYYNTD UHCTPYKLMM K TECTY.

I'Iepenmm YacTb aHanu3saropa

%A1C

A1CNow*®

Self Check

Koa Howmep naptum

7 BcraBKa KapTpuaka

« BcraBbre TeCT-KapTpuAX A0 Lienuka.

+ Koabl aHanu3atopa 1 TeCT-KapTpuaxKa AOMKHbI

C0BNAjaTb.
+ Ecnu Kopibl He coBnapalot, No3BoHUTe
B Cnyx0y no pabore ¢ knueHtamu no

Homepy 1-877-870-5610 (6ecnnatHbiii B CLUA
n Kanape) unu +1-317-870-5610 (npamoi).

CoBnazatoLLme Kol

Ecau kopbl aHanu3aTopa 1 KapTpumka
He COBMNaaloT, N103BOHMTE B CNyK0by
10 pa6oTe C KNMEHTamu No Homepy
1-877-870-5610 unu
+1-317-870-5610.
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33‘1“5!5! YacTb aHanu3aropa

Match Lot Numbers

Use analyzer only with the materials included in the original
kit. The analyzer will expire after the programmed number
of tests have been run. If another test cartridge is inserted,
the analyzer will display “00TL."
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8 Prepare Shaker

Remove shaker base.

NI

WAIT for SMPL to display

EPL

Ready for shaker

CoBnageHne HomepoB NapTHii

Vcnonb3yiite aHanu3atop TonbKo ¢ Matepuanamu,
KOTOPble NOCTABNAITCA B OPUTUHANBHOM KOMMNEKTE.
(poK FoAHOCTI aHaNM3aTopa UCTeKaeT NOC/Ie BbINONHEHNs
3anporpaMmmupoBaHHOrO KONMYECTBA TECTOB. lpu BCTaBKe
[Lipyroro Tecta-KapTpuAa Ha Aucnnee aHanu3atopa
noasuTca cooduieHne 00TL.
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8 MoproroBKa LWweiikepa

CHUMUTE HIXKHION YaCTb Luelikepa.

111 T

MOA0MAUTE, noka Ha aucnnee He noABUTCA coobiuetme SMPL.

SMPL

[oTOB AANA BHECeHWA Wweiikepa
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1 Open Plastic Shaker Pouch*
A Do NOT open foil cartridge pouch until Step 6.

EN Read theinstructons before opening pouch.
"

ES Lealasinstrucciones antes de abrirla bolsa.

PT Leia

®

as instrugoes antes de abrira bolsa.

ENDonot reuse
FRNepas réutilser
ES Noreutiizar
PTNao reutilzar

— Blood Collector

! o—— Shaker body - open end

o—— Shaker base (do not remove!)

Lancet

9 Dispense Sample into Cartridge

1 BckpbiTie NnacTMKoBON yNaKkoBKM
wenkepa*
HE BckpbIBaiiTe GONbr1poBaHHYI0 yIaKoBKY kapTpuaxa

A

Ensure analyzer is on level surface.
« Push down completely to dispense diluted sample and
remove in a continuous motion.
Remove sampler from cartridge quickly.
“RUN" will appear.

Do not handle analyzer again
until test is complete!

10 BbINONHEHWA Lwara 6.

EN Read the instructions before opening pouch.
by e Instr "

6 Leal
PT Leia

® ENDonot reuse

FRNepas éutilser
ES Noreutiizar
P Nao reutilzar

las instruccones antes de abrira bolsa.
as instrugaes antes de abrira bolsa.

3400 s ol
Whiestown, NAGDTS USR

W soteotar

0626216

o— Konnektop kpos#

! o—— Kopnyc Leiikepa: OTKPbITbIil KOHeL|

o—— HinkHAA YacTb Wweiikepa (He cHuMaiiTe!)

NaHuer

9 BHeceHue 06pasua B KapTpuax

« MonoxwTe aHanu3aTop Ha PoBHYIO NOBEPXHOCTb.

« HapasuTe 0 KOHLQ, UT06bI NONHOCTbIO BHECTU
pa3BefieHHbli 06paseL) KpOBH, U BLITAHUTE ero
OfIHUM JBIKEHUEM.

+ bbICTpO M3BNeKMTE NPO6OOTOOPHMK U3 KapTPUAXKA.

« Ha pucnnee aHanu3atopa nossuTca coobyeHne RUN.

He npukacaiitecb k aHanusaropy
BO Bpems BbINONHeHUsA TecTa!
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EN Read the nstructions bfore opening pauch.
:: Lea las instrucciones antes de abrir la bolsa.
PT Leia asinstrugdes antes de abrira bolsa.
@ N
ES Noreutilizar
PT Nao reutilizar
8 aicoter
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EN Read the nstructionsbefore opening pouch. 1
FR Lirelesnstructi i oo
ES Lealas instrucciones anes deabri I bols. ot
PT Leiaas instrues antes e abrr abolsa. Sigabensi
0 e, ey

® ENDonat reuse

FR Ne pas étilser

ES Noreutizar

P Naoreutilizar Ao
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2 Stick Finger

« Wash hands or clean with alcohol and dry before

testing.
« Remove cap and press lancet into finger.
« Gently squeeze finger to get

adequate blood.

B&

@ Actual size required

1 0 5 Minutes to Results

Display counts down

y

l"ll_l_ll_
VL L

QC test result

P
"

N

/ 3
I 1
;
% A1C .
' Result
s ’
2 ’
‘0
1 1T
(I I

#of tests left

« This result cycle remains displayed for
15 minutes or until the next test cartridge
isinserted.

« If“QCOK" is not displayed, please refer

to the troubleshooting section or
contact Customer Service.

2 Mpokon nanbua

+ [epes BbINONHEHVEM TeCTa BbIMOVITE 1 BbiCyLUMTE

PYKY WY NPOTPHTE MX CUPTOM.

« CHuMUTE KONMaYoK u NPUXMUTE NAaHLET K NanbLy.
« (nerka HagasuTe Ha nanew, 4to6pl nonyyntb

A0CTaTOYHOE KONIMYECTBO KPOBU.

B&

Tpebyemoe KonuyecTBo
B HaTYpPanbHyI0 BeNNUUHY

1 0 HOHY‘IEHME pe3ynbraToB yepes

5 MUHYT
L
06patHbli oTcyeT
‘ Ha aucnnee ‘
1 r ’_/
LV LTS
{ Pe3ybrar Tecra KouTpons W
kaecrga (QC) S
Y ‘
/ \
1
;
1 % A1C Il
“ Pe3ynbrat ]
Y
s ’
‘0
1T
|

Konuuectso octaBLumxcs Tectos

« Pe3ynbrarbl byayT oT06paxaTbCa Ha Ancnnee
nooYepesHo B TeueHue 15 MUHYT UAK [0 Tex nop,
N0Ka He ByfieT BCTaBNeH HOBbI TECT-KapTPUAXK.

« Ecnn coobienne QCOK He oTobpaxaetcs,

CM. pa3fien ycTpaHeHns HeucnpaBHoCTel unm
obpatutecb B CyK6y no pabote ¢ KnueHTamu.
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3 Collect Blood

« Gently touch blood collector to top of
blood drop to fill.
« Make sure collector is adequately filled.

Yy

Too little Just right Too much
Add more blood Wipe away excess

1 1 Dispose of Cartridge /

Save Analyzer

« Dispose of cartridge in your household waste.
« Save analyzer for additional tests. Analyzer
will display, for example, “01TL"if there is one
test left and “00TL"if you just used your last
test.

Record your A1Cresult in the result log

in Step 12.

Analyzer will show result for 15 minutes

and will turn off automatically.

NOTE: To run another test, use a new shaker, blood
collector, test cartridge, and lancet from the same kit
and return to Step 1.

3 3abop o6pa3ua KpoBu
« AKKYpaTHO NPUKOCHUTECH KONNEKTOPOM KPOBM
KKanne KpoBu (Bepxy, 4T06bI 3aNONHUTD €ro.
. (nenme 3aTem, YT06bI KOJINEKTOP A0CTAaTOYHO
3anonHunca.

i

I Il

Cnnwkom mano [locTatouHo Kposu CnMLWKOM MHoro
KpoBM: KpoBMU:
[no6aBbTe 6onblue y6epure usnuwKmn

1 1 YTunusauyma KapTpupxa un

COXpaHeHne aHann3arTopa

« YTunusmpyiite KapTPUAXK KaK ObITOBbIE
0TX0Abl.

« (CoxpaHuTe aHanM3aTop ANA BbINONHEHNA

[LONONHUTENbHbIX TecToB. Hanpumep, ecnun

B aHaNM3aTope 0CTanCA OAMH TeCT, Ha Ancnnee

nossuTcsa cooduieHne 01TL, a ecnm Bbl

1cnonb3oBanu nocneaxmii Tect — 00TL.

BHocuTe pe3ynbTathl FnKUPOBaHHOTO

remorno6una A1C B XypHan pe3ynbraTos,

NpefCTaBNeHHblil B ware 12.

Pe3ynbratbl byayT 0ToOpaxaTbCA Ha AuCInee

aHanu3atopa B TeueHue 15 MUHYT, nocne yero

aHanN3aTop aBTOMATMYECKM BbIKMIUUTCA.

MPUMEYAHMUE. Y1061 BLINONHUTD APYrOIi TECT,
BO3bMMUTE HOBbIE LeliKep, KONNEKTop KPoBH,
TeCT-KapTpUAX U NAHLET U3 TOTO e KoMMneKTa
" BepHuTech K wary 1.
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4 Insert Blood Collector

« Fullyinsert blood collector into shaker body.
+ Push hard while twisting to fully insert.

Open End

Not fully inserted Fully inserted

There should be NO GAP between the
blood collector and the shaker.

1 2 Log Result

Chart your progress here.

Record your A1C results here, and bring this with
you when you see your doctor. Mark down your
A1Cgoal in the space provided.

f Date:
A1CResult:
A1CGoal:

\ J

f Date:
A1CResult:
A1C Goal:

\ J

f Date:
A1CResult:
A1C Goal:

f Date:
A1CResult:
A1C Goal:

\ J

4 BcraBKa KoJieKTopa KpoBu
+ TonHoCTbi0 BCTaBLTE KONNEKTOP KPOBM
B KOpMYC LWeiikepa.
« Ccunoit npuxmMmTe €ro 1 NPOKpyTUTE,
yT06bI OH 10 KOHLA BCTABACA B LLeliKep.

2
o~

Q\/

OTKPpbITHI KOHeL

X v

Bcrasneo
[0 KOHUA

Bcrasnexo
He [10 KOHLa

Mexay KonnekTopom KpoByt U Lweiikepom
HE [10/T¥HO octaBatbca npocTpaHCTBo.

1 2 ypHan pesynbratoB

YKasbiBaiite 3aecb pe3ynbratbl TeCTOB.

BHocuTe clopa pe3ynbratbl IMKMpOBaHHOTO
remorno6una A1C v 6epute c coboii 3T0T ypHan
Ha npvem K Bpauy. 3anucbiBaiite LeneBoii
noKa3artenb IMKUPoBaHHoro remornobuHa A1C
B NPeACTaBEHHOM nofie.

Dara:

Pesynbrat A1C:

LleneBoii nokasarenb A1C:
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Pesynbrat A1C
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5 Mix

« Shake vigorously 6-8 times (about 5 seconds).

This will mix the blood with the solution.

- Stand shaker on table while

preparing cartridge.

‘

Result Interpretation

« Do not take any decision of medical

relevance without first consulting
your healthcare practitioner.

When this device is used for monitoring
of an existing disease, adapt the
treatment only if you have received the
appropriate training to do so.

* Pouch illustrations may vary.

5 CmelunBaHue

« JHepruyHo BCTpAXHNTE 68 pa3

(oKono 5 cekyHz). Takum 06pa3om KpoBb
MONHOCTBIO CMELLIAETCA ¢ PACTBOPOM.

« TlocTaBbTe Weiikep Ha CTON Ha Bpema
TIOATOTOBKY KapTpuXa.

‘

WuTepnpetauusa
pe3synbraTtoB

« He penaiite HUKaKux BbIBOfI0B

OTHOCUTENbHO HA3HAYEHWA NeyeHus,
He NPOKOHCYbTUPOBABLUNC CO CBOUM
nevawum Bpayom.

Mpu NCnoNb30BaHIM 3TOF0 YCTPOIACTBA

1A KOHTPONA TeKywlero 3a6onesanus
KOppeKTUpYiiTe yXe Ha3HaueHHbIi Kypc
NeyeHns, TONbKO eCiiv Bbl pacriofiaraete
COOTBETCTBYOLUMMIA 3HAHUAMM.

* W1306paeHus ynakoBOK MOTYT OTINYATBCA.

5 susz

« x—H—EHLL6~8ERVE 9
H5FRE) . Thic kY. MmikEA
BHREVET,
VI—H—%ET—TIVITIITCE
T H—M)vIEREELET,

A1CNow®

‘

FaR DRI
. ESREERETRILE,

ERLOBRREZLEWVTS
feEw,

- COEBEZBFREDREH

BICERT BB B
REZFTWBIHEICRY. &
BABZHETHLIILTL
EEL,

*REDONDF EILHRD RES
HBAanHIET,

dale 3 A
Py
o

% A1C

A1CNow®

Self Check

odb A sl f (3 sanall e ALY < AiaNa
Lanals guadl Mg sa W o Jadh Jfiaills il

Amalde ganall b

()

ptS Diagnostics

9 (Ulas) 1-877-870-5610
(4lxa) +1-317-870-5610

Al) i g Uy Juai) padiunall e g2 4
L JRSAY) 345 U] cilgaa g3l




A1CNow®

Test System

INTENDED USE

The A1CNow® Self Check test system provides a quantitative measurement of the
percent of glycated hemoglobin* levels in capillary (fingerstick*) blood samples.
The test is for home use to monitor glycemic control in people with diabetes.

Before using this test, please read all instructions carefully.
If you need further help, call 1-877-870-5610 (toll-free in US
and Canada) or +1-317-870-5610 (direct).

We invite you to call and we will guide you through the test.

Do not take any decision of medical relevance without first consulting
your medical practitioner.

INTRODUCTION

The percent (%) of A1Cin your blood today tells you how well you have been
controlling your blood sugar (glucose) levels over the past 2-3 months. About 50%
of the A1Cresult is from the past 30 days of blood sugar levels, about 25% is from
the past 30-60 days, and about 25% is from the past 60-90 days.'

The American Diabetes Association (ADA) and Canadian Diabetes Association (CDA)
recommend that your A1C levels should be tested at least 2 times per year if you
are meeting your diabetes treatment goals and your blood sugar is stable. If your
treatment changes or you are not meeting your treatment goals, the ADA and CDA
recommend that you test at least every 3 months.>?

The A1CNow Self Check test system is an easy-to-use at home test to measure your
A1Clevels, with results in 5 minutes. In addition to blood sugar testing, you can
further participate in your diabetes care using this test. You can have the results
ready before you have your checkups to share with your healthcare professional.
Contact your healthcare professional if you have any concerns about your A1C result.
The A1CNow Self Check test system is not a substitute for reqular assessment in
adoctor’s office or laboratory setting where a quality control program is in effect.

PRINCIPLES OF THE TEST

The A1CNow Self Check analyzer utilizes both immunoassay and chemistry
technology to measure A1C and total hemoglobin, respectively. Upon the addition
of a diluted blood sample, blue microparticles conjugated to anti-A1C antibodies
migrate along the reagent strips. The amount of blue microparticles captured on
the strips reflects the amount of A1Cin the sample.

MATERIALS PROVIDED
The box contains materials for multiple A1C tests. See outside box for quantity as
it may vary. Make sure all of the following parts are in the box. DO NOT open the
pouches until ready to use.

A1CNow Self Check analyzer (see box label for quantity)
« (artridge pouch (see box label for quantity). Each test cartridge contains
2 dry-reagent strips containing:
- Anti-HbA1c antibody: latex conjugate, minimum 3 pg HbATc minimum
hapten, covalently attached to carrier protein, minimum 0.02 yg.
Shaker pouch (see box label for quantity), each containing:
Shaker (1) containing: 0.2% w/v potassium ferricyanide, 2% w/v
surfactant, 0.7% w/v non-reactive ingredients, 5 mM buffer in water.
- Blood collector (1)
- Lancet, disposable (1)
Product insert(s)

MATERIALS NEEDED BUT NOT PROVIDED
Gauze pad or cotton ball

« Bandage

Contact Customer Service for a list of liquid controls.

PREPARING TO TAKE THE TEST
You may run your A1C test any time of the day. Remember to wash your hands prior
to performing the test.

No special diet is necessary (you do not have to be fasting when taking this test).
You may want to run this test at the same time as you do a blood sugar test.

In order to help ensure an accurate result, please complete the test from beginning
to end within 15 minutes. Avoid running the test in direct sunlight, on hot or

cold surfaces or near sources of heat or cold. If the test has recently been at

high temperatures (greater than 77°F/25°C) or at low temperatures (lower than
64°F/18°C), allow the kit parts to come to room temperature (64-77°F/18-25°C)

for at least one hour before you run your test. Leave the parts in their sealed pouches
while waiting.

Do not move the analyzer while test is in progress.

WHAT T0 DO WITH THE RESULT

The analyzer will not store your results for more than 15 minutes, so write
down the result and the test date on the result log on the front of this
insert to prevent loss of information.

WHAT THE TEST RESULT MEANS

For most people with diabetes, the ADA and CDA recommend that your A1C should
be under 7%.2* Your healthcare professional will tell you what target level is right
for you.

HOW DOES THIS TEST COMPARE WITH THE A1C TEST FROM THE
DOCTOR’S OFFICE OR THE LABORATORY?

Test results will rarely match exactly. This is true even for repeated tests done in
the same lab.

STORAGE AND HANDLING

Store and use at room temperature at 64-77°F (18-25°C) and out of

direct sunlight.

If you cannot confidently store the kit under these recommended conditions,
you have the option of refrigerating the kit at 36-46°F (2-8°C). DO NOT freeze.
However, you must bring the kit to room temperature for at least one hour
prior to use.

DO NOT use the test after the expiration date shown on the box.

If disinfection of the analyzer is desired, Super Sanl ClothD W|pes are
recommended (EPA Reg. No. 9480-4, P i
(PDI), Orangeburg, New York), conc ion of actlve g 5 (0.25%) and
with a contact time of 2 minutes. The active ingredients in this disinfectant are
n-Alkyl dimethyl ethylbenzyl ammonium chlorides.

- Store analyzer in protective package when not in use.

WARNINGS AND PRECAUTIONS

When this analyzer is used for the monitoring of an existing disease,

you should only adapt the treatment if you have received the

appropriate training to do so.

For self-testing use outside of the body only (in vitro diagnostic use).

To ensure proper test performance, carefully read and follow the steps located

on the front side of this product insert.

+ DO NOT adjust your medication unless instructed to do so by your

doctor or healthcare professional.

DO NOT substitute this test for blood sugar monitoring.

The following conditions may affect the accuracy of your A1C result: hemoglobin

variants (HbS, HbC), elevated HbF, anemia, recent significant blood loss, a recent

blood transfusion, or high amounts of rheumatoid factor.

People with hemophilia (bleeding disorder) or on anti-coagulant therapy (blood

thinning medicine) should consult their doctor or healthcare professional before

using this kit.

DO NOT use the test kit if any parts are cracked or broken.

« DO NOT eat or drink any parts of this kit.

Keep out of reach of children under the age of 7 years. When children are

performing the test, be sure that testing is done under adult supervision.

« DO NOT use any other body fluids or food to perform this test. Use ONLY your
fingerstick blood sample.

« DO NOT reuse the shaker or the cartridge. Throw these parts away after using

them once. Refer to Step 11 on the front side of this insert.

If the solution from inside the shaker touches your skin or your eyes, flush with

water.

Leave the cartridge pouch sealed until ready for use.

« DO NOT add your blood directly to the cartridge. Your blood must first be added

to the shaker.

DO NOT touch the white circle area of the cartridge.

This test is to be used at room temperature between 64 and 77°F (18 and 25°C).

Using the test outside this temperature range will give you an error code.

The test cartridges should not be used if the foil pouch or any other protective

packaging is damaged.

« Caution: The analyzer contains material of animal origin and should be

LIMITATIONS
This test is NOT for the screening or dlagn05|s of diabetes.
If the user has high levels of Hemoglobin F, H lobin S, Hemoglobin C, or other
hemoglobin variants, the ATCNow system may report incorrect results.
Any cause of shortened red cell survival (e.g., hemolytic anemia or other
hemolytic diseases, pregnancy, recent significant blood loss, etc.) will reduce
exposure of red cells to glucose. This results in a decrease in % A1C values.
Percent A1C hemoglobin results are not reliable in users with chronic blood loss
and consequent variable erythrocyte life span.
Rheumatoid Factor in high amounts will cause low results, or an error code. It
is recommended that A1C be re-checked by alternate methodology, such as
boronate affinity, by a healthcare professional.
This test is NOT a substitute for regular healthcare provider visits and blood
glucose monitoring.
As with any laboratory procedure, a large discrepancy between dlinical
impression and test results usually warrants investigation.

QUALITY CONTROL

Each PTS Diagnostics A1CNow Self Check analyzer performs over 50 internal
chemical and electronic quality control checks, including potential hardware and
software errors (e.g. cartridge alignment, programming), and potential test strip
errors (e.g. insufficient sample volume, invalid calculations). The analyzer has been
programmed to report an error code if these quality checks are not passed. Contact
Customer Service at 1-877-870-5610 (toll-free in US and Canada) or +1-317-870-
5610 (direct), if you receive any errors.

TROUBLESHOOTING

See the table below for a description of ATCNow Self Check test system operating
and error codes (“OR"= Out of Range, “QC"= Quality Control,

“E"= Analyzer Error).

MESSAGE ‘ DESCRIPTION AND RESOLUTION

OR1 The blood sample may have too little hemoglobin for the test
to work properly, or you added too little blood. Call Customer
Service.

OR2 The blood sample may have too much hemoglobin for the test
to work properly, or you added to much blood. Call Customer
Service.

OR3 The blood sample may have too little hemoglobin A1C for
the test to work properly, or you added too little blood.
Call Customer Service.

OR4 The blood sample may have too much hemoglobin A1C for
the test to work properly, or you added too much blood.

Call Customer Service.

ORS5 The analyzer temperature is below 64°F (18°C). The test
must be repeated with a new cartridge at room temperature
64-77°F (18-25°C).

OR6 The analyzer temperature is above 77°F (25°C). The test
must be repeated with a new cartridge at room temperature
64-77°F (18-25°C).

<4.0 The % A1Cis less than 4%. Call Customer Service.

>13.0 The % A1Cis greater than 13%. Call your healthcare

QC2 Occurs when you insert a cartridge that already has sample

added to it. Do not remove and reinsert a cartridge after
adding sample.

QC6 Sample was added to cartridge before “SMPL" display. This
counts down one test on the analyzer. Remove and discard
cartridge. To avoid this error, do not add sample until the
“WAIT” prompt clears and “SMPL" appears.

Q7 The cartridge remained in the analyzer without sample
addition for 2 minutes after“SMPL” prompt. This counts down
one test on the analyzer. Discard the test cartridge and insert
afresh one when you are ready to dispense the shaker.

QC30to33 | Theanalyzer was unable to obtain a valid initial reading.
Be sure to remove the shaker within one second after
dispensing it into the sample port, and do not disturb
the analyzer while the test is running.

QC50t051 | Insufficient sample was delivered to the test cartridge.

QC55t056 | Toavoid this error be sure to fully insert the blood collector

DISPOSAL OF MATERIALS

Keep the analyzer to run the other test(s) and dispose of it after the last test has
been performed. Dispose of the other used components (except the lancet) in
household waste. Each lancet, shaker, blood collector and cartridge can be used
only once.

Since the lancet has a sharp point, it should be disposed of in an appropriate sharps
container in the same way you dispose of your blood sugar testing lancets.

The analyzer could have residual biological material and in this case it should be
regarded as contaminated waste and be disposed of in an appropriate biohazardous
waste container.

PERFORMANCE CHARACTERISTICS

Expected Values (non-diabetic population)

The expected normal range for % A1C using the A1CNow Self Check test system

was determined by testing blood samples from 118 presumptively non-diabetic
individuals (fasting glucose levels <127 mg/dL) across three US sites. The population
included 33 males and 85 females, and an age range from 19 to 76 with a mean

age of 43. The mean % A1C result was 5.2% £0.71% (1 SD). The 95% confidence
limits were 3.9% to 6.5%. These normal range values are similar to those reported

in the literature.

Linearity

Studies were performed to evaluate the linearity of the A1CNow Self Check

test system across its dynamic range. Clinical samples representing low and high
% A1C levels were identified, and were mixed in various proportions into nine
preparations. These samples were tested in replicates of at least five (n = 5). The
observed results were compared to the expected results and analyzed in terms
of percent recovery. The test is linear for % A1C levels between 4% and 13%, and
produces reliable results with hematocrits between 20% and 60% packed cell
volume (PCV).

Precision
The precision analysis was performed with 110 diabetic (n=93) and non-diabetic
(n=17) subjects across two US sites. Each subject performed 2 self-tests using
the ATCNow Self Check test system, with blood samples taken from two separate
fingersticks. The analysis was performed on all subjects who received a numeric
result for both self-tests. The data are provided below.

AVERAGE WITHIN AVERAGE WITHIN
SUBJECT CV

SUBJECTSD

74 0.4 4.57%

Accuracy

Accuracy studies were conducted with 110 diabetic (n=93) and

non-diabetic (n=17) subjects across two US sites. Each subject performed

2 self-tests using the A1CNow Self Check test system, with blood samples taken
from two separate fingersticks. Venous blood was also collected from each
subject for comparative testing using an NGSP-certified laboratory method. All

Interference Testing/Specificity

Studies were performed to assess the effect of common test interferents, various
common over-the-counter therapeutic agents, and oral antihyperglycemic agents
commonly used to treat Type Il diabetes. Two levels of % A1C (low and high,
approximately 5% and 9%, respectively) were tested. See table below.

INTERFERENT TEST CONCENTRATION

Bilirubin (unconjugated) 20 mg/dL
Triglyceride 3000 mg/dL
Hemoglobin 500 mg/dL
Acetaminophen/Paracetamol 8mg/dL
Ascorbic acid 5mg/dL
Ibuprofen 12 mg/dL
Asprin/Acetylsalicylic acid 0.1g/dL
Glyburide (glibenclamide) 24 pg/dL
Metformin 2.5mg/dL
(1.1-dimenthylbiguanide HCl)

The studies showed no effect from any of these potential interferents at
concentrations up to approximately 5-times their normal levels or therapeutic
doses. Studies showed no interference from modified hemoglobins, including

labile glycated hemoglobin when tested at two levels of % A1C (low and high,
approximately 5% and 9% respectively). The modified hemoglobins, and the

levels evaluated, were: labile hemoglobin with 1400 mg/dL glucose, carbamylated
hemoglobin at a final concentration of 5 mmol/L potassium cyanate, and acetylated
hemoglobin at a final concentration of 14 mmol/L acetylsalicylic acid.

There were mixed results from the testing of high levels of Hemoglobin F,
Hemoglobin S, and Hemoglobin C. Unreliable results may be obtained from patients
with elevated levels of variant hemoglobins.

FREQUENTLY ASKED QUESTIONS

When should | do the A1CNow Self Check system test?

The ATCNow Self Check system test can be performed at any time of day. No fasting
is required. You may wish to run the test at the same time you do your blood sugar
test.

Sometimes | have trouble getting a blood drop that is large enough. What
canldo?

Try washing your hands in warm water. Warm water will help increase blood flow for
a better fingerstick. You may also massage the finger before the fingerstick.

What is the best way to fill the blood collector?

Hold the blood collector horizontally or at a 45° angle relative to the blood drop.
Touch the tip gently to the drop of blood and allow the tube to fill. It will stop
automatically when it is filled completely.

The shaker seemed to leak when | pushed the blood collector into it.
What should | do?

Call Customer Service.

The cartridge will not insert into the analyzer.
What should | do?

Make sure you are inserting the cartridge facing correctly. The code should be on top
as you insert the cartridge into the analyzer.

1 accidentally opened the cartridge pouch too early. What should | do?
Throw away the cartridge that has been opened for more than 2 minutes. Inaccurate
results can be obtained. Use another cartridge in the kit instead.

The codes on the cartridge and the analyzer are not the same.
Do not use the cartridge. Save the packaging materials and call Customer Service.

The analyzer did not turn on after | inserted the cartridge. What should
ldo?

Take the cartridge out. Re-insert in until it ‘clicks If the analyzer still does not turn
on, this means that it may have a problem and can't be used. Call Customer Service.

1 did not see ‘RUN’ and a countdown after | added the sample using the
shaker. What should | do?
Call Customer Service.

My result says ‘QCOK’ and a number. What should | do?

‘QCOK’ means the analyzer is working correctly. The number you see is your

A1C result. Write your result down in the result log on the front of this insert. The
analyzer will show the result for 15 minutes and will turn off automatically.

Review your result with your healthcare professional.

My result is not ‘QCOK’ and a number. What should | do?
1f“QCOK"is not displayed, refer to troubleshooting section or contact
Customer Service.

What should | do with the test after | am done with it?

After you write down your result, you can throw away the used blood collector,
shaker, and cartridge appropriately. These items can be used only once. Note that the
lancet is also a single-use item.

Save the analyzer for additional tests (see outside box for quantity as it may vary).
The analyzer will display, for example, “01TL" showing that there is one test left.
When analyzer is displaying “00TL’ it indicates that you have used all tests. Once you
have used all tests, you can discard the analyzer appropriately.

QUESTIONS OR COMMENTS
(all Customer Service: 1-877-870-5610 (toll-free in US and Canada)
or +1-317-870-5610 (direct).
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CUSTOMER SERVICE

For assistance with PTS Diagnostics products, please contact

PTS Diagnostics Customer Service (M-F, 6 a.m. - 9 p.m. US EST) or
your local authorized dealer.

Toll-free inside the USA and Canada: 1-877-870-5610
Direct: +1-317-870-5610
Fax: +1-317-870-5608

E-mail: customerservice@ptsdi ics.com

The A1CNow system is manufactured in the United States by Polymer
Technology Systems, Inc., Whitestown, IN 46075 USA.

© 2020 Polymer Technology Systems, Inc.
A1CNow is a trademark of Polymer Technology Systems, Inc.

All other trademarks and product names are the property of their
respective owners.

EXPLANATION OF SYMBOLS
g Use by

LOT| Lot number

IVD | Invitro diagnostic medical device

(atalog number

5

Consult instructions for use

This product fulfills the requirements of European Directive
98/79/EC on in vitro diagnostic medical devices

()
m

Caution

Manufacturer

Id~EP>

A1Cresults may be different due to: slight differences between labs, normal handled as a potential carier and itter of disease. into the shaker and shake immediately. subject self-tests which resulted in evaluable numeric readings were included in My blood collector is not filled completely. What should | do?
P : ) g the analysis. Accuracy was based on the regression of the two subject self-tests Aol i i Temperature limitation
h h h h : " - N ressure to your finger to get more blood. Again, touch the tip gently to
variation within each test method, and the time between tests AE gtl;er The q#ﬁllty cont_ﬁ)l ChZCkS Lnslde the Zna!y;er dldhnotk- compared to the laboratory method result, and bias calculations were conducted. thpepdyrgp blood an allogv the(tjube ol Yo magy et re—pricE 3ourf¥nger
QCCodes Eglslstusteo ::S;‘gtwr:f: o be repeated with another kit The data are provided below. to get the necessary blood. If the blood collector does not fill, call Customer Service: Contains sufficient for <n> tests
- . . ) ) 1-877-870-5610 (toll-free in US and Canada) or +1-317-870-5610 (direct).
E Codes The analyzeris not working. Call Customer Service. ATCNow Self Check Fingerstick Comparative Testing There is extra blood on the tip of the blood collector. What should | do? Authorized iveinthe £ @ it
. ) g ? p in the European Community
(NGSP-certified method s the TOSOH A1C 2.2 Plus) Carefully wipe the tip of the blood collector with a piece of gauze or tissue. If some ‘
Customer Service: 1-877-870-5610 (toll-free in US and Canada) or N ‘ R2ADJ. ‘ SLOPE ‘ Y-INTERCEPT of the blood comes out while doing this, touch the tip gently to the blood drop to N Keep away from sunlight
+1-317-870-5610 (direct) re-fill the blood collector. Q
178 0.924 1.010 0.135
f Keep dry
(Analytical Bias at 6, 8 and 10%) D¢ Product requires separate collection for electrical and electronic
A1CVALUE ‘ BIAS ‘ STANDARD ERROR =" equipment per the WEEE Directive
6% 0.20 0.05 smsax[n]  Sterilized using irradiation
8% 0.22 0.04
10% 0.24 0.07
MDSS GmbH
E Schiffgraben 41
30175 Hannover, Germany 2797
Polymer Technology Systems, Inc.
4600 Anson Boulevard
Whitestown, IN 46075 USA
+1-317-870-5610
N\
(o
pts Diagnostics
* Note: hemoglobin = haemoglobin and fingerstick = fingerprick
A1 c N ow® NPEJOCTABNAEMbIE MATEPUANDI XPAHEHWE U OBPALLLEHWE OrPAHI/I‘IEHI/Iﬂ YCTPAHEHWE HEMCNPABHOCTEN YTUNU3ALUA MATEPUANIOB Tectup pdep nc ) Tb Kaerca, npu BBejeHMM KonnekTopa KpoBy B Lueiikep nponsowna BOMPOCHI UM KOMMEHTAPUK

LIENEBOE HASHAYEHUE

Tecr-ancrema A1CNow® Self Check obecneunsaet konuuectBeHHoe U3mepeHve
YPOBHS C( T 0 remorno6uHa* B 06pasuax

Kanmnnﬂpnom (3a60p kpoBy u3 nanbua*) KpoBi. TecT NpeHasHayeH Ana

TAIMIKEMInYECKOTO KOHTPONA Y MALMEHTOB C CaXapHbIM AMabeToM B AOMaLIHUX

YCNOBYAX.

Nepen nd 3T0r0 TECTa p BCe
MHCTPYKUMM.
Ecnu Bam Heob B CNyXOy

no pa6ote ¢ knueHTamu no Homepy 1-877-870-5610 (6ecnnathblii B CLIA
v Kanape) unu +1-317-870-5610 (npamoit).
T03BOHWTE HaM, U Mbl NPEAOCTaBUM BaM PYKOBOACTBO 110 TeCTy.

He iiTe HUKaKux 0THOC "
Henp I 4 UM Bpayom.
BBEAEHUE

Tekywwii ypoBeHb cofiepxaHu (B %) ruKupoBaHHoro remornio6uHa A1C B kpou
OTPaXaeT T0, HaCKONIbKO XOPOLLIO Bbl KOHTPONNPOBANY YPOBEHb Caxapa (FioKo3bl)
B KPOBY 3 nocnefiHue 2—-3 Mecaua. 0kono 50 % pesynbrata mUKMPOBaHHOTO
remorno6uxa A1C oTpaxatoT ypoBeHb COAepXaHuA caxapa B KPOBY 3a NoCneAHMe
30 AHeit, npumepHo 25 % — 3a nocneaHue 30—60 AHeit u okono 25 % — 3a
nocneanme 60-90 arei.'

Accouuauumn American Diabetes Association (ADA) u Canadian Diabetes
Association (CDA) pekomeHaytoT NpoBOAUTb TeCTUPOBaHIE YPOBHA CofiePKaHMA

B coctaB KopobKu BXOAAT MaTepuanbl AnA BbINONHEHNS PAAa TECTOB Ha
onpefieneHme yPOBHA COARPXaHNA MUKUPOBaHHOTo remorno6uxa A1C.

(M. MHOOPMaLMI0 Ha KOPOOKe, Tak Kak KONMYECTBO TECTOB MOXKET OTAINYATLCA.
Mposepbre, 4T06bI B KOPOOKE ObiN NEPeUNCNeHHbIe HKE KOMMOHEHTbI.
Bckpbisaiite ynakoky Tonbko MEPE]l ncnonb3oBaxnem.

Ananu3atop A1CNow Self Check (cm. konuuecTBo Ha TUKeTKe KOpoOKu).
YnakoBKa KapTpuaa (CM. KONMYecTBO Ha 3TUKeTKe Kopobky). Kaxablit
TecT-KapTpuaX CoAepXMT ABE UHAMKATOPHbIE MONIOCKM C CYXUM peareHTom:

- aHTuTena K remorno6uxy HbA1c: natekcHblit KoHblorar,
HU3KOMOJIEKYNAPHbIiA ranTeH AANA MUHUMANbHOTO KONYeCTBa
remorno6uxa HbA1c 3 MKr, KOBaneHTHO MpUCOEAMHEHHbIIf K Genky-
HOCUTENIO B MIUHUMANbHOIA KOHLiEHTpauwuy 0,02 M.

YnakoBKa Lweiikepa (M. KONMYECTBO Ha STUKeTKe KopoOKw):

- wwevikep (1), KoTopblit copepxut cnepytowee: 0,2 % GeppuLmMaHnaa kanua
(B OTHOLLEHM MACCbI K 06BeMY), 2 % CypdaKTaHTa (B OTHOLLIEHMM MACCbI
K 06bemy), 0,7 % HeaKTUBHbIX MHIPE/VEHTOB (B OTHOLIEHUM MACChl
K 06bemy), 5 MMonb BOAHOTO pacTBopa bydepa;

- KonnekTop kpoBu (1 wr.);

- 0AiHOPa30Bblit naHueT (1 wr.).

JucTku-BKRAABILY.

HEOBXOAMMBIE, HO HE NPEAOCTABNIAEMbIE MATEPUANbI
« MapneBble candeTku unu BaTHble LWapuK.

Kryt.
O6patwTech B cnyx0y no pabote ¢ KnueHTamu, 4T06bI NONYYUTL CIUCOK
LONYCTUMBIX XUAKUX KOHTPONIbHbIX PACTBOPOB.

NOATrOTOBKA K BbINONHEHMIO TECTA
Tect Ha onp YPOBHA C T 0 remorno6una A1C
MOXHO BbINOMHATH B t060e Bpema AHA. He 3a6biBaiiTe MbITb pyky nepes Kaxabim

TAVKMPOBaHHOrO remorobuHa A1C He MeHee fiByX pa3 B rog, eCiu Bbl Te
Lienv Kypea Nieyerins caxapHoro AviabeTa v Balll ypoBeHb COfiepaHius caxapa

B KpoBY CTabuneH. Mput M3MeHeHUM U HeBbINONHEHIN Lieneit Kypea nevenns
accouuaumum ADAn CDA p NpoBOAKTH TeCTUp Kak

Kaxable 3 mecaya.r?

Tect-cuctema A1CNow Self Check npepictanaet co6oii npoctoil Tect Ana
U3MePEHIA YPOBHA COiPKaHNA MUKMPOBaAHHOTO remornobuHa A1C B

ZLOMALLHUX YCTIOBMAX C NONYYEHUEM Pe3ynbTatoB Yepes 5 MuHyT. B fononHenne
KTeCTUpOBaHNI0 YPOBHA Caxapa B KPOBM MOXHO UCNONb30BaTb 3TOT TeCT ANA
NPUHATUA ]JeLLIEHMﬁ 0 qaaneﬁu.leM JIeYEeHUU caxapHoro }:unaﬁeTaA MoxHo
BbINONHATH TECT Nepea npueMamm neyalliero Bpaya 1 NokasbiBatb emy
pe3ynbTatbl Tecta. ECn y Bac ecTb kakue-nn6o onaceHua B OTHOLLEHNM pe3ynbTata
TTNKUPOBaHHOro remorno6uHa A1C, obpatutecs K neyaluemy Bpauy. TecT-cucrema
A1CNow Self Check He 3ameHsAeT perynapHoe oLeHnBaHue B KabuHeTe Bpaua unm B
naﬁopaToprlx ycnosuax, rae neﬁcrsym nporpammbl KOHTPONIA KayecTBa.

NPUHLUNBI TECTA

MpuHuun peiictaua ananuatopa A1CNow Self Check ana onpepienenus yposa
TAVKMpoBaHHoro remorno6uxa A1C u o6Luiero KonuuecTsa reMorno6iHa 0cHoBaH
Ha MeTOAiaX UMMYHONIOTUYECKOT0 1t XMMUUECKOTO aHan3a COOTBETCTBEHHO.
Mocne fo6aBneHa pa3seseHHoro 06pasLa KpoBM rony6ble MUKPOUACTULbI,
KOHbIOrMPOBaHHbIe C aHTUTENAMY K IMKIPOBAHHOMY reMornobuHy A1C,
PacnpoCTPaHAIOTCA N0 MHAUKATOPHLIM No0CKaM. KonuyecTso rony6bix

TecTa.

He TpebyeTca npupepxmBatbea cneynanbHoii AueTbl (nepes BbINoNHeHMeM TecTa
HeT HeoBX0AMMOCTI BO3AEPXMBATCA OT Npiema NuLLy). MOXHO BbINOHATb 3TOT
TeCT BMeCTe C TeCTOM Ha Onpe/eneHite ypoBHs caxapa B KPoBM.

[nq obecneyeHnA TOUHbIX Pe3ynbTaToB HEOOXOAMMO BbINONHMTD TECT B TeueHue
15 munyT. He iiTe TecT nop < Tly4amu, Ha Fopaunx
WM XONOAHDIX MOBEPXHOCTAX NN PAAOM C UCTOYHUKAMU Temna un Xonoaa. Ecnn
KOMMOHEHTbI KOMN/IEKT TecTa HeAABHO HaXoAUNCH NP BbICOKOIA (Bbiwwe 25 °C
[77 °F]) unu Hu3koit Temnepartype (Huxe 18 °C [64 °F]), nepen BbInoHeHneM Tecta
0CTaBbTe UX NPU KOMHATHOI! Temneparype (1825 °C [64—77 °F]) Ha Bpems He
MeHee yaca. Btor np TOK Bp BCe Tbl JOMKHbI 0CTaBATbCA

B 3aMeyaTaHHbIX ynakoBKax.

He nepemeu.\aine AHan13aTop BO BpeMA BbIMNONHEHNA TecTa.

IIEVICTBM)I CPE3YJIbTATAMU

P XpaHuT p TONbKO B 15 munyr, y
BO notepu undop 3anucpiBaiiTe aTy U pesynbratbl
Tecra B Xyp p npepac Ha ney il CTOpoHe

BKnapbiwa.

3HAYEHUA PE3YNILTATOB TECTA
CornacHo pekomeHpaumam accoumaumii ADA u CDA ypoBeHb copepxanma
KNP 0 remorno6uHa A1C Ana 60NbLUIMHCTBA 6ONbHBIX CaXapHbIM

MUKPOYaCTLL, OCTaBLUNXCA Ha NONOCKAX, OTPAXKaeT KONNYEeCTBO T
remorno6uxa A1C B o6pasue.

P

AvabeTom BOMKEH COCTABAATH HinKe 7 %.% flevaluuii Bpay SOMKeH YBEAOMUTL
BAC, KaKoii LieneBoil ypoBeHb NOAXOANT UMEHHO BaM.

CPABHEHWE PE3YNLTATOB 3TOI0 TECTA HA ONPEAENEHVE YPOBHA
COAEPXAHUA TNMUKUPOBAHHOTO FEMOTIOBUHA A1C U TECTOB,
NPOBOAWUMBIX B KABUHETE BPAYA WU B JIABOPATOPUIA?
Pe3ynbTabl TeCTOB PeAiko KOrAa NOMHOCTbIO COBNAAAIOT. 3TO yTBEPX/eHMe BEPHO
UBOT TecToB BTOM Xe

P , NP paTop:

Pe3ynbTathl uKMpoBaHHoro remorno6una A1C moryT pasnuuaTbea BCeAcTame
HeB0MbLLIMX OTAMUYIE B NPUMEHAIEMbIX B Pa3HbIX labopaTopuaX MeToaX,
HOPMaNbHO/i BapHaLiy, XapaKTepHoii ANA KaXJ0ro MeToAa TeCTupoBaHa,

a TaKXe Pa3Horo BpeMeH NpoBeeHUA TeCToB.

= Xpanure u ucnonb3yiite Npu KomHaTHoi Temnepatype (18-25 °C[64-77 °F])
BIaNM OT NPAMbIX CONHEUHIX 1yyeil.

= Ecm Bbl He MoxeTe 0becneunTb XpaHeHie KOMNIeKTa NpU peKoMeHzyeMblx

YCNIOBMAX, MOXHO XPaHUTb €ro B XONOAWIbHUKe NPy Temnepatype 2-8 °C

(36—46 °F). HE 3amopaxusaiite. OiHaKo B 3TOM Cnlyyae nepen

UCMonb: KOMMNEKT Heof: 0CTaBYUTb MU KOMHATHOI

TemnepaType He MeHee Yem Ha yac.

HE ncnonb3yiite Tect nocne Aatbl UCTeueHUA CPOKa FOAHOCTY, YKa3aHHO Ha

Kopobke.

« [InA fe3uHpeKLMM aHanu3atopa pekOMeHAYeTCA MCMONb30BaTh candeTkit
Super Sani-Cloth® (EPA Reg. No. 9480-4, Professional Disposables
International (PDI), Orangeburg, New York) ¢ KoHueHTpauueii aeficTByloLmux
Bewwects (0,25 %) 1 BpemeHeM BO3e/icTBUA 2 MUHYTHI. [leiiCTBYloWMMI
BeLLeCTBAMM 3TOr0 Ae3MHOULIMPYIOLLEro CPeCTBA ABAAIOTCA XNOPUAbI
N-

N Tn3TUNG!

« Eowm aHaNN3aTop He UCNoNb3yeTcs, XpaHuTe ero B 33LLWITHOI7I ynaKoBke.

NPEAOCTEPEXXEHMA U MEPBI NPEAOCTOPOXKHOCTU

+ MNpuuc pa ans TeKyuwero
3a6oneBaHnA pyKoBOACTBYiiTeCb €ro pesynbTaTamn Ana
KOPPEKTUPOBKM y)e Ha3HaYeHHOTO KYpca Nle4eHus, ToNbKO
ecnu Bbl pac COOTBETCTBYHOLY 3HaHuAMN.

+ [InA CamOKOHTPONA Heo6X0AUMO MCMIONb30BATb BHE XKUBOTO OPraHi3ma
(amarHoctuka in vitro).

«[Inq obecneyenns Hagnexallero u 3pHeKTUBHOrO TeCTPOBaHNA
BHUMATENbHO NPOYTHTE BCe LLIArY, YKa3aHHble Ha Nepe/iHeil CTOPOHe 3Toro
NMCTKa-BKNabILLA, U CnepyliTe UM.

« HE it
Bpauom.

« HE ucnonb3yiiTe 5T0T TeCT BMeCTo KOHTPONA YPOBHA Caxapa B KpoBY.

Ha TouHoCTb pe3ynbTatoB rankupoBaHHoro remorno6uHa A1C MoXeT noBaMATL

negylolee: BapuaHTHble remorno6utbl (HbS, HbC), nosbiwerHbiii HbF,

aHeMus, HeJlaBHIe 3HaUUTENbHbIE NOTEPY KPOBW, He\aBHee NepenuBaHue

KPOBM W 3HAuNTeNbHAA KOHLIHTPLMA PeBMaTOMAHOrO GakTopa.

«  Mepep ucnonb3oBaHuem 3Toro KOMNNEKTa NiloAu, CTpajatoLLye ot

remod p Bep TM KPOBM) MW TP Kypc

AHTUKOATYNAHTHOTO NieueHuA (puem KpOBb Npenaparos)

JLOMKHbI 06paTUTLCA K Nevaltiemy Bpayy.

HE ucnonb3yitte TeCTOBbI KOMNAEKT, NN KaKue-NMOO KOMMOHEHTbI

HaZTPeCHYTbI UM CIOMaHbI.

« HEynotpebnsiiTe B nuLLly v He neiiTe Kakve-nnbo KOMMOHEHTbI 3T0ro
KOMMNeKTa.

- XpaHuTe B He[iOCTYNHOM MecTe ANd AeTedt, He AOCTUTLLUX 7 NeT. JleTn OMKHbI

BbINONHATb TECT TONIbKO N0/} HAA30POM B3POCTbIX.

HE ncnonb3yiite Apyrue Guonoruyeckite XUAKOCTA WA NULLY ANA BbINOAHEHNA

31oro Tecra. Mcnonb3yiite o6pasew kposu, B3aToil TONIbKO u3 nanbua.

« HEuc iiTe WeviKep WM KapTpug; Yrunuupyiite m
KOMMNOHEHTbI NocNe nepBoro U (M. war 11,

Ha Nepe/iHeii CTOPOHE 3TOr0 NNCTKA-BKNAAbILLA.

- [pu nonapaxyy pacTBOpa U3 LWeiikepa Ha KOXy v B rasa npomoiite

X BOJ1OIA.

BckpbiBaiiTe 3aneyataHHyio ynakoBky KapTpuzxa TonbKo nepes

UCNONb30BaHUeEM.

«  HE pobaBnsiite kpoBb HenocpeACTBEHHO B kapTpumk. CHauana kposb

HeobXoAUmo f06aBHTb B Lueiikep.

HE kacaiitecb 06nactvt 6enoro kpyra KapTpuzxa.

70T TeCT Heo6XoAUMO 1CNONb30BaTb NPU KOMHATHOI TemMnepaType oT

18 10 25 °C (o7 64 o 77 °F). B cnyyae ncnonb3oBaHua 3Toro Tecta npu

patype, /i 3a pamKit 3T0r0 Ha aucnnee

TIOABMTCA KO3 OLLIMOKY.

- 3anpelljaeTca UCnonb30BaTb TeCT-KapTPUAXKH, €U GONbTUPOBaHHAA WM
[pyras 3allUTHas ynakoBKa NoBpex/ieHa.

n

pepynp p p KUBOTHOTO
npoucxoXaeHus, y CHUM 6 TbCA KaK

CnoTeHyManbHbIM HOCUTENIEM U MePeHOCYUKOM 3a6oneBaHwuil.

110 KOHCYNbTaLMK ¢ NevaLum

AO3NPOBKY Npenap

[NanHbiii TecT HE npeHa3HaueH AnA CKPUHUHIA UN AMArHOCTUKY CaxapHoro
Avabera.
Ecnv y nonb3oBatens Bbicokoe coaepxatute remornobuna F, S, Cvunm apyrux
BapYaHTHbIX reMornobuHoB, pe3ynbratbl cuctembl ATCNow MoryT 6biTh
HeBepHbIMM.
K cHinKeHMIo CofiepXaHIte [1ioK03bl B PUTPOLIUTAX MPUBOANT Mio6as npuumHa,
BbI3bIBAIOLLIAA COKPALLIEHME UX CPOKA XKU3HU (HAnpUMep, reMonuTUYecKan
aHeMUs WK Jipyrue reMonuTYecKie 3aboneBanma, GepeMeHHOCTb, HefaBHIe
3HauuTeNbHbIE NOTEPU KPOBU U T. 1.). B pe3ynbrate Habntofaetca CHkeHme
3HaYeHuA IMKMpoBaHHoro remornobuxa A1C 8 %. PeynbTatbl npoLieHTHOrO
CofiepaHnA MUKNPOBaHHOTO reMorno6uHa A1C He ABNAKOTCA HafieXHbIMU
JANA NoNb30BaTeNeii ¢ XpOHNYeCKoii KpOBOMOTepel, B KPOBY KOTOPbIX,
COOTBETCTBEHHO, NPUCYTCTBYHOT 3PUTPOLIMTHI C Pa3HOIl NPOAOSIKUTENBHOCTbIO
KU3HU.
3HaunTenbHas KOHLEHTPaLIMA PeBMaTOWAHOrO (aKTopa NPUBOAMT K HU3KOI
Pe3yNbTaTUBHOCTY NPOLielypbl Uk NOABAEHNI0 Kofa LK. Pekomenayetcs,
yTobl nevalLuil Bpay nposen pHOE TECTUp TAMKNP 0
remorno6uxa A1C, ucnonb3ys anbTepHaTUBHbIE METOAbI aHanu3a, Hanpumep
meTos 60poHaTHO adduHHOCTH.
[laHHbli TecToBbIi KoMnneKT HE 3ameHseT perynapHble nocelleHuA nevalliero
BPaya 1 KOHTPOb YPOBHA MIOKO3bI B KPOBU.

+ Kak B nio6oit Apyroit nabopatopHoii npoLieaype, 3HauMTesNbHOE PacxoXaeHIe
KIMHUYeCKVIX 3aKNIoYeHNii 1 pe3ynbTaToB TeCTMPOBaHMA 06bIuHO ABNAETCA
0c mna i KO0 1CC

KOHTPOJIb KAYECTBA
Kaxpbiii ananu3arop ATCNow Self Check komnatwu PTS Diagnostics BbinonHaet Gonee

(. NPUBEAEHHYI0 HXe Taﬁnmuy CONNUCaHNeM KOA0B TeKyLLEero COCTOAHUA 1
owmbok Tect-cuctembl ATCNow Self Check (OR = BHe ananasona, QC = KoHTponb
KauectBa, E = ownbka aHanu3atopa).

COOBLLEHUE ‘ OMUCAHUE W PELIEHVUE

OR1 Bo3moxHo, 06pa3eL} KpoBY COAEPXUT CIMLLKOM Mano
remornofuHa 4nA HOPMaNbHOTO BbINOAHEHNA TecTa oo
Bbl 00BN CIULLIKOM Mano kpoBu. [03BOHNUTE B CRyXbY
10 paboTe ¢ KNueHTami.

O0R2 Bo3moxHo, 06pazeLl KpoBU COZEPKUT CIMLLIKOM MHOTO
Temornio6uHa AnA HOPMANbHOTO BbINONHEHNUA TecTa oo
Bbl 406BUAM CIALLIKOM MHOTO KpoBH. [03BOHUTE B ClYXKbY
10 paboTe C KNMeHTaMu.

0R3 Bo3moxHo, 06pazeL| KpoBU COZEPXKUT CIULLKOM Mano

TIMKMPOBaHHOTO remornobuxa A1C ana HopmarnbHoro

BbINONHEHNA TecTa N6 Bbl J06aBINM CIMLLKOM Mano
KkpoBu. [03BoHMTe B Cy>6y no pabote ¢ knMeHTamu.

O0R4 Bo3moiHo, 06pazeL| KpoBU COZEPXUT CIULIKOM MHOTO
TAMKVPOBAHHOTO remorno6uHa A1C Ana HopmanbHoro
BbINONHEHUA TeCTa M6 Bbl A06ABUAM CIMLLIKOM MHOTO
kposu. Il B C1yx0y N0 paboTe C KueHTamu.

ORS5 Temneparypa aHanu3atopa Huxe 18 °C (64 °F). Heobxoaumo
NOBTOPHO BLIMONHMTL TECT NI KOMHATHOIA TemnepaType ot
18 10 25 °C (o1 64 fo 77 °F), ucnonb3ya HOBbIN KApTPUAX.

CoxpaHﬂﬁTe AHanu3aTop AnA BbINONHEHUA APYTUX TeCTOB U yTMﬂM3MpyI7ITE ero

WccnenoBanma npoBoAMIUCH C LIENbIO OLIEHKY BAMAHUA HA Pe3ynbTaTbl aHanu3a

n0cAe BbINONHEHUA NOCNEAHEro TecTa. YTUnuupyiite Apyrue u
KOMMNOHEHTbI (KpoMe NnaHLeTa) Kak 6biToBble 0TX0Abl. Kaxablii naHLeT, welikep,
KONNEKTOP KpOBN W KapTPUAX MOXHO UCNO/b30BaTb TONbKO OAWH pas.

"0(KOJ'Ibe y nauueta 0(pr|l7| KOHUMK, ero HeOﬁXOﬂVIMO yTunu3uposatb
B (OOTBGT(TB)IK)I.I.Mﬁ KOHTEﬁHGp ANA 0CTPbIX NPeAMETOB, KaK W NaHLeTbl Ana
TeCTUPOBAHMA YPOBHA Caxapa B KPOBN.

AHanu3atop MOXeT cofiepiaTb 0CTaTku Gronoruyeckoro Marepuana. B 3rom
Clyyae ero CieflyeT paccMaTpuBaTh Kak 3ary oTXO0fbI MY
B COOTBETCTBYIOLLYMiA KOHTEIiHEP ANA GHONOTMYECK ONACHDIX OTXOA0B.

ES

IKCMNYATALLMOHHBIE XAPAKTEPUCTUKM
Oxupaemble 3HaUeHNA (ANA UL, He CTPAAAIOLLYUX OT CAXapHOTO
nuabera)

0 COflepXa A
TIVKIPOBaHHOrO remormobitia A1C TIpY aHanu3e C MOMOLLIbIO TeCT-CUCTeMbl

A1CNow Self Check 6bin onp nyTem Tecp p KpoBM

118 nw, np! TbHO He CTf 0T caxapHoro Auabera (yposeHb
TAII0K03b! HaTowaK < 127 mr/an). MccnepoBaniua npoBoAUAMCH Ha Tpex ofbekTax
CLUA. Kouy A rpynna 33 npeacTaBUTeNa MyXCKoro i

85 npezcTaBuTenelt XeHcKoro nona B Bo3pacte ot 19 4o 76 ner (cpeaHuil Boapact —
43ropa). B Bp cpefHee 0YpOBHA
COFiepXaHuA FIMKMpOBaHHoro remorno6uka A1C cocrasvmo5 2+0,71% (caxapHblit
Avaber | Tuna). 95%-it f0BepUTENbHbI MHTepBaN cocTaBnAeT ot 3,9 A0 6,5 %. 3T0T
[Mana3oH HOPMabHbIX 3HAUEHNiA N0JI00€H 3HaUEHNAM, YKa3aHHbIM B UTEpaType.

50 BHYTPEHHVX NPOBEPOK Ka4eCTBa XVUMUYECKIX 1 INEKTPOHHbIX KOMMOHEHTOB. Takxe OR6 TewnepaTypa aransaropa Beiue 25 °C (7Z F). Heofxonusao JuneiHoctb
OH OCYLLIECTBAIAET AHAN3 NIOTEHLVATbHBIX ANNAPATHbIX ¥ MPOrPAMMHbIX OLLGOK MOBTOPHO BbIOHT TECT P KOMHATHON TeMneparype ot MpoBoaunmc Uccner0BaHa nA oLieHKM nuHeiiHocTi TecT-cuctembl A1CNow Self Check
pTpUAKa, cou B Mporp obec 18,80 25 °C o7 64 40 77 °F), Mcnonb3yA HoBbif Kaprp BNp ee Koro Ony b KIMHUYeCKie 06pasLibl

11 BO3MOXHbIX npoﬁnem CBA3aHHbIX C TECT-NONOCKaMU (HanpUMep, HeAl0CTaTouHbIi <4.0 lpoLieHTHOe conepaHite FUKIPOBAHHOTO remMornobuHa CHU3KVM 1 BICOKUM ] YPOBHEM copief TIMKp
06bem 06pasLa, LwMGKM B pacyeTax). AHanU3aTop 3anporpamMMipoBaH Takitm A1CHxe 4 %. o3BoHuTe B Cyx6y o pabore ¢ KnneHTamu. remorno6una A1G, @ bB: I 1 pacnpe b Ha
06pa3om, 4To6bl BblAaBaTb KOA OLIMGKM MU HEBLINONHEHNY POBEPKI KAUeCTsa. S13.0 TPOLEHTHOE CofiepaHie FUKMPOBAHHORO remornobia [leBATb NPenaparo. 3Tu 06pasLibl 6buw1 I'IpoTe(TVIpOBaHbI B Napa/NeNbHbIX aHaNM3ax He
Ecnu BbI nonyuunv coobiuierue o kakux-nibo oLunbKax, no3soHmTe B yx6y no A1C Bbiue 13 %. Mo3BOHMTe Nlevalliemy Bpauy. MeHee AT pas (n = 5). Mony4eHHbie pe3ynbTarbl BbiM CONOCTaBEHb! C OXUAAEMbIMM
pabore ¢ knuexTamu no Homepy 1-877-870-5610 (6ecnnathbiii B CLUA n Kanage) Q2 ToABAAETCA NN BCTaBKe Ka - PesynbTatami 1 MPOaHaMsuPoBaHbI C TOUKM 3PEHUA CTenenit n3Bneyenma. Tecr
un +1-317-870-5610 (npamoit). P [P, LS ABNAETCA NIMHEINHbIM JU1A CTy4aeB, KOrja MPOLIEHTHbII YPOBEHb CORepMaHunA

ConepxuT oGpaseLl. He usneKaitre u He Beragnsiite TAUKMPOBaHHOFO remorno6uHa A1C cocraer ot 4 o 13 %. Mo3BonaeT nonyuuts

PTPYA PHOINOCTE ofpasua. p ecmr I 4uCno cocranset ot 20 40 60 %.
Q6 Obpasew J06aBneH B kapTpU 10 TOr0, KaK Ha Aucnnee
noasunoch coodiienne SMPL. B 31om ciyyae KonnuecTso TouHocTb

TeCTOB, KOTOPble MOXHO BbIMONIHUTD € OMOLLbIO
pa, COKp TCA Ha opvH. |

W yTURU3MpYiiTe KapTpuX. Bo u3bexatue atoii owmbki

no6asnaiiTe 06paseL) TOAbKO NOCAE TOFO, Kak UcuesHeT

coobujenue WAIT u noasutca coobujenue SMPL.

Q7 KapTpuax ocTaBanca B aHanu3atope 6e3 06pastia B Teuenue
2 MUHYT nocnie nosBneuA coobluexna SMPL. B stom

CyYae KONMYECTBO TECTOB, KOTOPble MOXHO BbINONHUTD

C 0pa, ¢ A Ha OAH. Ypanute
TecT-KapTpUaX U BCTaBbTe HOBbIA, KOrAa OyzeTe roToBbl
ONOPOXHNT LUeiiKep.

QC30-33 Ananu3atopy He yanocb nony4uTh nepeuyHble
[eliCTBUTENbHbIE NT0Ka3aHuA. 3BekwTe Wweiikep B TeyeHue
O/1HO/i CeKyH/Ibl NOCIe ONOPOXHEHNA B OTBEPCTHE ANA
o6pasua. He npukacaiitecs k aHanu3atopy Bo Bpema
BbINONHEHUA TecTa.

QC50-51 Hepoctaoubiit 06bem 06pasiia B TecT-KapTpuzxe.

QC55-56 Bo u3bexanue 3T0ii cuTyauum yoeputech, uto KonnekTop
KPOBY MOAHOCTbIO BCTaBAEH B LUIAKEP, N0C/e Yero
HeMe/INIeHHO BCTPAXHIUTE ero HeckoNlbKo pas.

Bee BHyTpeHHsas npolieaypa KOHTPONA KauecTBa aHanu3aTtopa

OCTanbHble | He BbiMonHeHa. loBTopuTe Tect, ucnonb3ya Apyroit

Kogbl QC komnnekT. Mo3BoHuTe B cnyx6y no pabore C K

Kopbi E Axanu3atop B Hepabouem cocToaHIK. [103BoHUTe B Cyxby
10 paboTe C KNueHTaMu.

Tenedonbi cnyx6bl no pabore ¢ knuentamu: 1-877-870-5610
(6ecnnarhblii B CLUA n Kanage) unn +1-317-870-5610 (npamoit).

AHanw3 TouHoCTY NPoBOANNCA Ha ABYX 06bekTax CLUIA ¢ yuactuem 110 ucnbiTyemblx,
KaK CTpagatowuyix ot Auabeta (n = 93), Tak 1 310poBbiX (n=17). Kaxablii ucnbITyemblit
npoLuen fiBa Tecta AAnA CAMOKOHTPOAS, ucnonb3ya TecT-cuctemy A1CNow Self Check.
3abop AByX 06pa3L0B KPOBM NPOUCXOAVN OTAENBHO. AHANK3 BLINOMHANCA ANA BEEX
UCTIbITYeMbIX, KOTOPbIE NOAYYUNN YNCACHHbIE Pe3yNbTaTbl MOCAe BbINOAHEHNA 060uX
TeCToB /\N1A CAMOKORTPONA. [laHHble NPeCTaBNeHbI HibKe.

KOJIMYECTBO CPEJHEE CTAHAAPTHOE | CPEQHMI KO3OOULNEHT
U3MEPEHUNA, OTKNOHEHUE BAPHALMN
] NCNbITYEMbIX NCNbITYEMbIX
74 0,41 4,57 %
OLeHKa TOYHOCTH
e TOYHOCTU NP b Ha ByX 06bekTax CLLIA c yvactuem

110 ncnbiTyemblx, KaK CTpapaloLuyx ot Auabeta (n = 93), Tak U 380pOBbIX

(n=17). Kaxgblil ncnbiTyeMbiii NpoLuen ABa TecTa ANA CAMOKOHTPONS, UCMONb3yA
Tect-cuctemy A1CNow Self Check. 3a6op AByx 06pa3LoB kpoBu npoucxoaun
0TAeNbHO. Takke Y Beex MCTbITyeMbIX NPOU3BOAUNCA 3a60p BeHO3HOI KpOBU ANA
BbINONHEHNA (PABHUTENLHOTO TECTUPOBAHUA € UCNONb30BAHIEM N1abOPaTOPHOTo
MeToAa, cepTuduuuposaqHoro NGSP. B aHanu3 oL faHHble Bcex TecToB Ana
CaMOKOHTPONA UCTIbITYeMbIX, 1A KOTOPbIX Gblnvt Moy4eHbl NOZAILINECA OLeHKe
YnCneHHble peynbTatbl. ToyHoCTb onp b Ha 0CHOBE perpeccunt
Pe3yNbTaToB /ABYX TECTOB AA CAMOKOHTPONIA UCMLITYEMbIX I Pe3y/bTaTos,
TosTy4eHHbIX PV UCTIONb30BaHUU NabopatopHoro MeTopa. Takxe Gbini
NPOM3BE/ieHbl PacyeTbl NOrpeLIHOCTei. [laHHble NPeCTaBNEHb! HIkKe.

CpaBHuTeNnbHOE TecTUpoBaHue c ucnonb3oBannem A1CNow Self Check
npu 3abope KpoBu U3 nanbya

(cepTuduumpoBaHHbIM NGSP METOAOM ABNAETCA MCMONb30BAHUE aHANM3aTOPa
TOSOH A1C2.2 Plus)

KONNYECTBO
M3MEPEHWIA,

CKOPPEKTH- 0TKNo- TOYKA
POBAHHbI HEHUE NEPECEYEHUA
N KO3OOULUEHT cocbioY
DNETEPMUHALIUM R

178 0,924 1,010 0,135

(norpetwHocTb U3mepetua ans 6, 8 1 10 %)

3HAYEHUE TMUKUPOBAHHOIO | MOTPEWHOCTL CTAHAAPTHAA
TEMOT/IOBUHA A1C OLUUBKA
6% 0,20 0,05
8% 0,22 0,04
10% 0,24 0,07

nHTepdepuy $aKTopos, p LIMPOKO M3BECTHBIX MEAMLIMHCKUX
CPEACTB, OTNYCKAEMbIX 063 PelienTa, a TakKe NepopanbHbIX CaXapoCHUKAKLLMX
npenaparos, 06bI4HO MCMOb3YeMbIX ANA NIeYeHIs CaxapHoro Auabera Il una.
Bbiny npotecTMpoBaHbl 06pasLbl ¢ HU3KUM (5 %) 1 BbICOKIM (9 %) NPOLEHTHBIM
YPOBHeM CofiepXaHusl FuK1poBaHHoro remorno6una A1C. (M. npusepeHHyio
HinKe Tabnuuy.

yTeuka. Yto MHe penarb?
Mo3BoHuTe B Cy6y Mo paboe ¢ KnMeHTamu.

KaprMA)K He B(TaB/AETCA B aHanu3arop.
Yro MHe penatb?

MpoBepbTe, uTo Bbl BCTABAAETE KAPTPUAK NPABUIbHOI CTOPOHOI. 1y BCTaBKe
KapTpumXa B aHANN3aTop KO AOMKEH 6biTb CBEpXY.

WHTEPOEPUPYHOLLNIA KOHLIEHTPALIUA B KapTpuaa cny 6bina BCKpbITa paHblue BpemeHu. Yto
OAKTOP TECTOBOM OBPA3LE MHe fienarb?
5 6 m 20w/ Ecnu nocnie BCKpbITUA yNakoBKM KapTpua npoLuno 6orniee 2 MUHYT, yTunusupyiite
WnMpYGUH (HeKOHBIOTUPOBHHbIH) 0 wr/an ero. llonyueHHble pe3ynbTaTbl MOTYT GbiTb HETUHBIe. BMECTo 3T0ro ucnonbayiite
Tpurnuuepug 3000 mr/pn [IpYroii KAPTPUIX U3 KOMNAEKTa.
Temorno6uH 500 mr/an Kopb1 kap P " pa He
He ncnonb3yiite kaptpugx. Coxp B y Marep [
AuetamuHodeH (napauetamon) 8mr/an 1103BOHMUTE B Cy6y no pabore ¢ KnueHTamm.
Ackop6uHoBasi Kucora Smr/an Mocne BcTaBKy KapTPUAXKA aHANU3aTOP He BKAKUMNCA. YTo MHe aenaTb?
Wéynpoden 12mr/an W3BnekuTe KapTpuax. MoBTOPHO BCTaBbTe KApTPUAX A0 Wenyka. Ecu nocne storo
P BCe-TaKit He BKMIOYaeTcA, 3T0 CBUETeNbCTBYeT 0 Hanuyuu npobnem,
AcvpyH (aueTuncanuunnoBas kucnota) 0,1r/pn 1, COOTBETCTBEHHO, €0 HeMb3A UcnoNb30Barb. Mo3BoHuTe B Cnyxby no pabote
Tnbypua (rubexknamua) 24 mkr/pn CKIVEHTaMM.
Mocne a pasua cua iikepa Ha
,(\qe;?omprreﬁ:nﬁm aHuA ruapoxnopua) Hswr te A coobily RUNw ke 4 06p i orcuer.
o YaHAR TWApOXTOpUA Y70 mHe genatb?
Mo3BoHuUTe B Cnyx6y no paboTe ¢ knueHTamu.
Wcc 03T NoT WHTEPd aKTO)
TIpU KOHLieHTpaLuu, npestLTuanngJeﬁ CTaHAapTHble mnmy :eﬁal{esmqeuﬁa:;og: Mpu A QK¢ v
’ Yro MHe nenan:’

He Goriee ueM B 5 pa3, He 0Ka3blBaloT BNMAHUA Ha Pe3yNbTaTbl TeCTUPOBAHNA.

B Xofie nccrienoBaHMmii, Mpy KOTOpbIX TecTPOBANNCh 06pa3iibl ¢ HUKIM (5 %)

1 Bbicokm (9 %) np! YPOBHEM COfief TINKNP 0
remorno6una A1C 6bino yet yto (0} TemMornobuHbl
(BKNtoYAA NABUNBbHIi FMUKUPOBAHHbIN remomoému) He BIVAKT Ha pe3ynbTathl
aHanm3a. Bupbl MOAVGULIMPOBAHHBIX FeMOrNIO6UHOB 1 YPOBHY UX KOHLIEHTpALIY
6binu criepytowye: 1abunbHblii remornobu ¢ 1400 Mr/An rioKo3bi;
Kap6amunupoBaHHbIii reMorno6uH B KOHEYHOIi KOHLIEHTPALWK 5 MMOMb/N LinaHaTa
Kanus; aueTvnupoBaHHblii reMOrno6UH B KOHEUHOIA KOHLIHTpaLMK 14 MMONIb/n
aLeTUNCANNLUNOBOI KUCTOTbI.

Pe3ynbratbl aHanu3a 06pa3LioB ¢ BbICOKOI KOHLEHTpaLei remorno6uHoB F,
S, C6binu HEO/JHO3HAUHbI. COOTBET(TBGHHO, npu TeCTUPOBAHUN NALIMEHTOB C

YpoBHEM BapUAHTHbIX remorno6uHos moryTt 6biTb
MONyyeHbl HeHaAeXHble pe3ynbratbl.

YACTO 3AJIABAEMbIE BOMPOCHI

Koria moXHO NPpoBOATD aHANN3 C NOMOLLbIO TeCT-CUCTEMbI

A1CNow Self Check?

Ananu3 ¢ nomoLubio TecT-cvictembl A1CNow Self Check moxHo npoBowTb B io6oe
Bpems AHA. HeT HeoOX0AMMOCTY BO3AEPXUBATBCA OT pHeMa utuy. MoxHo
BbINOHATD 3T0T TECT BMeCTe € TECTOM Ha OnpefieNieHue YpoBHA caxapa B KpoBHL.

WHorpa y mena cnony ROC 0

Konu4ecTsa KpoBu. Yto mHe Aenan:’

I'Ionpoﬁyme MbITb pyKU B Tennoi BOjde. Tennas BoAa CI'IO(Oﬁ(TByeT yCKOpeHuto
F YTO NOMOXeET b J1y‘4LIJVIVI 3360[3 KpOBU C nanblia.

TakKe MOXHO MOMaccHpOBaTH Nanel; nepes 3a60pom Kposu.

Kakoit Haunyuwmit cnoco6 3a6opa kposu u3 nanbua?

YnepxuBaiiTe KOnNekTop KPoBY rOPU30HTANbHO NOZA YTAOM 45° K Kanne Kposu.
(nerka KOCHUTECb KOHUMKOM KonnekTopa Kannu Kposu 1 No3BoNbTe NUNeTke
HanoNHNTLCA. an NOMHOM 3aMn0/THEHUW KOINEKTOP aBTOMATUYECKN 0CTAHOBUTCA.

KO"HGKTOP KPOBY NONHOCTbIO He 3an0NHAeTCA. Yro mHe AeﬂaTb?

CoxmuTe naned, 4to6bl notyumTb Gonbiue kposu. CHoBa crierka KoCHUTeCh
KOHUUKOM KOJUTEKTOP2 KA KPOBU 1 N103B0ILTE MAMETKE HaNOMHATHCA. [Iina
nonyyexna NIbHOI KpOBY MOXET bCA

nanew. Ecm KonnekTop KpoBu He 3anoHAETCA, N03BOHNTe B (nym6y no pa607e
CKnueHTamu no Homepy 1-877-870-5610 (6ecnnathbiii 8 CLUA u Kanane) unu
+1-317-870-5610 (npamoit).

Ha KoHuMKe KonneKTopa KPOBM CKOMMAACh NMIIHAA KPOBb. Y70 MHe
Aenatb?

(0CTOPOXHO BbITPUTE KPOBb € KOHUMKA KONNEKTOPA KPOBY € MOMOLLbIO KYCOUKa
mapnu unn (Elld)eTKI/L Ecm Npy BbINONHEHUN 370t npoueaypbl U3 Konnektopa
BbIAENUTCA KPOBb, 0CTOPOXHO KOCHUTECH KOHYMKOM Kannu KpoBu, yT06bI
MOBTOPHO 3aNONHUTbL KONEKTOP KPOBU.

Coobuwenne QCOK o3Hauaer, uto P paboTaer Hof

OTo6paraemblit HOMep — 3T0 pe3ybTaT FUKIUPOBaHHOTO reMorniobuHa A1C.
3anuLuuTe NONYYEHHbI PE3yNbTaT B XKyPHaN Pe3ynbTaTos, NpeACTaBneHHbIil Ha
nepefHeii CTOpoHe 3T0ro BKNaAbILLa. PesynbTaTbl yayT oTo6paxaTbca Ha Aucnnee
aHanu3aTopa B TeueHme 15 MUHYT, M0OCIE Yero aHanu3aTop aBToMaTMyeckit
BbIKMIOYUTCA.

I'IpOKUHcyanmpyﬁTer Cievallm Bpayom no nonyyeHHoMy pesynbrary.

Mpn He A1 0061 QCOK
CHomepom. Yto Mue p,enarb’

Ecnu coobuenne QCOK He noaBnAeTcs, CM. pasaen ycTpaHeHua HencnpasHocTeit
unu obpatuTech B cny0y no pabote ¢ KnueHTamu.

Yro Aenatb CTeCTOM nocne ero BbINONHeHnA?

Tocne Toro Kak Bbl 3anucanu I'IOJ'I)ILICHHI)IIZ Pe3ynbrat, MOXHO yTUIU3UPOBaTL
1CNob30BaHHbIe KONNEKTOP KPOBY, I.LIeI7IKEp W KapTpuax. Im npeamMeTbl MOXHO
1CNoNb30BaTb TObKO pa3. 06paTuTe BHUMaHWe, YTO NAHLET TaKkxe ABNAeTCA
npeamMeTom 0AAHOPa30BOro UCNoNb30BaHUA.

CoxpaHuTe aHanM3aTop AnA BbINONHEHA AONONHUTENbHbIX TECTOB (CM.
MHGOPMALIMIO Ha KOPOBKe, TaK KaK KONMYECTBO TECTOB MOXET OTANYATbCA).
Hanpumep, ecnu B aHanu3aTope 0cTasncs ofuH TecT, Ha AUCTITIee NOABUTCA
coobuwenue 01TL. Ecnn Ha aucnnee nossnaeTca coobuenme 00TL, 310 03Hauaer,
4T0 Bbl UCM0Nb30BaNY Bee TecTbl. [locnie UCNonb30BaHNA BCEX TECTOB yTUAM3UPYitTe
aHanu3aTop Hajnexalum 06pasom.

Mo3BoHuTe B Cnyx6y no paboTe c knueHtamu no Homepy 1-877-870-5610
(6ecnnarhbiii B CLUA u Kanage) wnm +1-317-870-5610 (npamoit).

EI/IEJ'IMOTPAOVNECKMVI CNUCOK

. Burtis, C.A., Ashwood, E.R., Tietz Textbook of Clinical Chemistry, 3rd Edition,
W.B. Saunders (0., 1999.

. American Diabetes Association: Standards of medical care in diabetes-2011.
Diabetes Care, 34 (S1) 2011, pp. S11-561.

. Canadian Diabetes Association. 2008 Clinical Practice Guidelines for the Prevention
and Management of Diabetes in Canada, Sept. 2008, Vol. 32, (supp.1).

~

w

CNYXBA N0 PABOTE C KTUEHTAMU

Ecnu Bam Tpebyetca nomoLub npu pabore ¢ npoayKuveit KoMnaHum

PTS Diagnostics, o6patuTech B cnyxy no paboTe ¢ KnveHTamn KoMnaHuM
PTS Diagnostics (noxefenbHuk — nathuua ¢ 6:00 go 21:00, UTC-5) unu
K MeCTHOMY yNONHOMOUEHHOMY areHTy.

Becnnathbiit Homep B CLUA u Kanape: 1-877-870-5610
Mpamoit Homep: +1-317-870-5610

(Daxc +1-317-870-5608

nourta: customerservice@ptsdi ics.com
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OBbACHEHWUE CUMBO/OB
g CpoK rogHoCTH

LOT| Homep naptum
MezuuyHCKoe yCTPOiACTBO NS AMATHOCTUKIA in Vitro

HOMEp no Katanory

5

(. WHCTPYKLMK NO 3KCnnyaTaLnn

310 M3Aefine COOTBETCTBYeT TpeGoBaHMAM [upeKTHBbI
98/79/EC, perynupytoweid nf KUX
y(TpUM(TB JNA AMarHoCTUKM in vitro.
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m

Npeaynpexaetine

M Mpoussogutens
_,l, OrpaHuyeHve Temnepatypbl

ConepXuUMOro 4OCTaTouHO ANA <> TeCToB
[EcTREP] YnonHomoueHHblit npeAcTaBuTens 8 EBponeiickom Cotoe
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He Aonyckatb nonaaaHua Bnaru
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