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(EN) Test cassette

Read this package insert and the User’s Manual of the
Accu-Chek Mobile blood glucose meter before testing
your blood glucose with this test cassette. The User’s

Blood volume and test time

The meter requires approximately 0.3 pL of blood (1 pL
(microlitre) = 1 thousandth of a millilitre) per blood
glucose test. The test takes approximately 5 seconds
(measuring time depends on the blood glucose

| New: Performance characteristics according to

EN IS0 15197:2013
System accuracy:

System accuracy results for glucose concentration less
than 100 mg/dL (less than 5.55 mmol/L)

o [f peripheral circulation is impaired, capillary blood
might not be a true reflection of the physiological
blood glucose level. This may apply in the following
circumstances: Severe dehydration as a result of
diabetic ketoacidosis or due to a hyperglycaemic
hyperosmolar non-ketotic syndrome, hypotension,

Consult package insert

Caution, refer to safety-
related notes in the package
insert accompanying this

W b

Manual contains all the information you need to | concentration) within within within shock, decompensated heart failure NYHA class IV or product.
perform a test. If you have any questions, contact your | [N I N T R G R R s oL =5 mg/dL =10 mg/dL =15 mo/dL peripheral arterial occlusive disease. Temperature limitation (store
customer support and service centre. . (within (within (within e You may use blood with a haematocrit of 25 to 55 %. at)
Test cassettes which are not stored or used +0.28 mmol/L) | = 0.56 mmol/L) | + 0.83 mmol/L)
) ) i properly can lead to incorrect test results. 120/156 154/156 155/156 Reagent composition Use by
This package insert features the following 2 symbols:
P ) g o o g y . Incorract test Fes“'ts can cause the wrong therapy (76.9 %) (98.7 %) (99.4 %) Minimum content per cm? at time of manufacture
& This symbol indicates a possible risk of injury or recpmmendatlon to be made and thus produce - - - S Use-by period of the test
of damage to your health. serious adverse health effects. System accuracy results for glucose concentration dMeUJSS:O\gg;L O(thgpggslg grlrl]lggﬁi ] =} cassette after opening the
(7) This symbol draws your attention to important | Always store the test cassettes in the unopened E?ualst%gr grealt/eLr than 100 mg/d. {equal to or greater variant of EC 1.1.5.2), acinetobacter 67U foil-sealed plastic container:
information. plastic container. a0 ©.05 Mo ) __ __ spec. 90 days
e Store the test cassettes at a temperature between within =5 % | within = 10 % | within =15 % Pyrroloauinoling ouinone 0.40 1g il All components of the pack
+2 and +30 °Cin a dry place away from direct 216/444 410/444 442/444 : — Le can be discarded in
. Bis-(2-hydroxyethyl)-(4-hydroximino- ) .
0, 0, 0,
sunlight. . . (48.6 %) (92.3 %) (99.5 %) cyclohexa-2,5-dienylidene)-ammonium 8.5 1g domestic waste. Discard
Intended use e If you store the test cassette in a refrigerator, leave . chloride used test cassettes
- - the unopened plastic container to stand at an System accuracy results for glucose concentration 5 T8 onosom o b acd Sodium Al 5 according to local
e The test cassette is intended for quantitatively ambient temperature. Only remove the test cassette bzetween 2|9|._3 mg/dL (1.6 mmol/L) and 497.0 mg/dL S% b'IP p y , 5 HY regulations.
measuring blood glucose in fresh capllllary blood. once the plastic container has warmed up to ambient (27.6 mmol/L) abiliser . 1/ mg Manufacturer
e The test cassette may only be used with Accu-Chek temperature. This prevents condensation from within = 15 mg/dL or within = 15 % Non-reactive ingredients 2.1 mg

Mobile meters and may only be used outside of the
body.
e The system comprised of meter and test cassette is

forming in the test cassette.

The test areas are sensitive to humidity. Only
transport the test cassettes in the unopened plastic

(within = 0.83 mmol/L or within + 15 %)

TITEL
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ACCU-CHEK®
Mobile

only suitable for self-testing. People with diabetes
can use this system to self-test their blood glucose.

e The system must not be used to diagnose or rule out
diabetes.

Additional information

A e Self-testing is not a substitute for visits to your
healthcare professional. You must receive proper

container-or-inthe meter. Whenyou-open-the plastic
container, you must use up the test cassette within
90 days (use-by period). After a period of more than
90 days, the test cassette can deliver incorrect test
results.

Do not use test cassettes if the plastic container or
foil cover is damaged.

If you take a partly used test cassette out of the

Last update

Catalogue number

[mg/dL] 43 75 128 | 214 | 326
[mmol/L] | 2.4 4.2 71 11.9 | 181
Standard deviation
[mg/dL] 2.0 2.3 3.1 4.3 7.1
[mmol/L] | 0.1 0.1 0.2 0.2 0.4

597/600 (99.5 %)
2015-01
Repeatability: Batch-code
Customer Support and Service Centre
Mean value
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€ oogg This product fulfils the
requirements of the European

n

correspond to blood glucose concentrations in
plasma as per the recommendation of the
International Federation of Clinical Chemistry and
Laboratory Medicine (IFCC) [1]. Therefore, your
meter displays blood glucose values that refer to
plasma although you always apply whole blood to
the test area.

The normal fasting glucose level for a non-diabetic
adult is below 100 mg/dL (5.6 mmol/L). A criterion for

Carry out regular tests with the Accu-Chek Mobile
control solutions to ensure that your meter and test
cassette are functioning properly and that you are
carrying out tests correctly. Read the package insert for
the control solutions and the User’s Manual for your
meter.

Performance characteristics of the
Accu-Chek Mobile system

The Accu-Chek Mobile system complies with the

requirements-of EN-1S0-15197:2013-(In-vitro-diagnostic
requirements-ot-eN-oU-1o 9201 o-(I-Vitro-alaghRostc

Performance assessment by the user:

A study evaluating glucose values from fingertip

capillary blood samples obtained by 104 lay persons

showed the following results:

e For glucose concentrations less than 100 mg/dL
(less than 5.55 mmol/L), 100 % of the test results
were within + 15 mg/dL (within = 0.83 mmol/L) of
the results obtained through laboratory testing.

e For glucose concentrations equal to or greater than

07141254 instruction from a qualified healthcare professional meter, keep it in a dry place away from light. Coefficient of variation Directive 98/79/EC on in vitro
before you start self-testing your blood glucose. | ® When you perform a test, the temperature must be 6] | — | — | 24 [ 2022 References diagnostic medical devices.
Your healthcare professional will determing the between +10-and +40°C. i o [1] D’Orazio et al. Approved IFCC Recommendation on
TITEL appropriate blood glucose range jointly with you. Intermediate precision: Reporting Results for Blood Glucose (Abbreviated):
ED e Keep the blood glucose monitoring system with P b ’ . . Mean value Clinical Chemistry 51:9, 1573-1576, 2005
all its components out of reach of children under 3 | E@ch test area contains reagents. When blood is applied [mg/dL] 44 126 390 [2] American Diabetes Association: Standards of
® years. There is a risk of suffocation if small parts | 10 the test area, the glucose dehydrogenase enzyme [mmolL] Y 70 216 Medical Care in Diabetes—2012. Diabetes Care 35
KKY— EK (e.9. covers, caps or similar objects) are | (MutQ-GDH2,EC1.1.5.2)reacts withthe blood glucose. Standard deviat : - - (Suppl. 1), $11-863, 2012
Moobaii swallowed. The subsequent chemical reaction changes the colour of anaard deviation [3] IDF Clinical Guidelines Task Force. Global guideline
o0aua , | thetestarea. The meter registers this colour change and [mg/dL] 2.0 2.8 7.8 for Tvpe 2 diabetes. Brussels: International
@ e All components of the pack can be discarded in converts it into a blood glucose value. [mmol/L] 01 0.2 04 " yp : : '
07141254 domestic waste. Discard used test cassettes — —. - - - Dlape_tgs Federatlo_n, 200.5 . .
according to local regulations. EXTT N | | Cocficentofvariaton . e o anoss of Giabetes melits
e This test cassette delivers results that [7o] [ 46 | 22 | 20 WHOMNE oot WA Baree HANR

WHO/IDF  consultation. WHO, Geneva 2006
(ISBN 92 4 159493 4, ISBN 978 92 4 159493 6)

the diagnosis of diabetes in adults is a fasting glucose
level of 126 mg/dL or higher (7.0 mmol/L or higher)
confirmed in two tests [2, 3, 4]. Adults with a fasting
glucose level between 100 and 125 mg/dL (5.6 and
6.9 mmol/L) are defined as having impaired fasting
glucose (prediabetes) [2]. Other diagnostic criteria for
diabetes exist. Consult your healthcare professional to
determine if you have diabetes or not.

Contents of the pack

test systems — Requirements for blood glucose
monitoring systems for self-testing in managing
diabetes mellitus).

Calibration and traceability: The system (meter and
test cassette) is calibrated with whole blood containing
various glucose concentrations as a calibrator. The
reference values are obtained using the hexokinase
method which is calibrated using the ID-GCMS method.
The ID-GCMS method as the method of highest
metrological quality (order) is traceable to a primary

100 mg/dL (equal to or greater than 5.55 mmol/L),
96.8 % of the test results were within = 15 % of the
results obtained through laboratory testing.

Sources of error which may produce incorrect
test results

& Incorrect test results can cause the wrong therapy
recommendation to be made and thus produce
serious adverse health effects.

e Parenteral administration — of galactose and

e 1 or 2 test cassettes
e 1 package insert

Additional materials required for blood
glucose testing

e Accu-Chek Mobile meter with User’s Manual
e | ancing device and lancets

NIST standard. Using this traceability chain, the test
results obtained with this test cassette for control
solutions can also be traced back to the NIST standard.
Detection limit (lowest value displayed): The
detection limit is 10 mg/dL (0.6 mmol/L).

Measuring interval: The method is linear within the
interval from 10 to 600 mg/dL (0.6—33.3 mmaol/L)

C € ooss

IN VITRO DIAGNOSTIC
MEDICAL DEVICE

galactosemia can lead to falsely elevated test results.
Concentrations of galactose in the blood equal to or
greater than 20 mg/dL (equal to or greater than
1.1 mmol/L) lead to falsely elevated test results.

¢ Do not use when undergoing ceftriaxone treatment.
Ceftriaxone in the blood may lead to falsely lowered
test results

© 2015 Roche Diabetes Care

ACCU-CHEK and ACCU-CHEK MOBILE
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(RW TecT-KacceTta

Mepen TeMm, Kak MPUCTYNUTb K U3MEPEHUIO TNIOKO3bl
KPOBM C MOMOLLbIO 3TOI TECT-KACCETbl, BHUMATENIbHO
03HaKOMbTECb C WH(OPMALMEN, M3NOXKEHHON B 3TOM
VHCTPYKUMW-BKNAAbILLE U PYKOBOACTBE MONb30BaTENs

PYKOBOACTBE  MO/b30BATENS  COLEPXMTCA  BCA
13mepeHus. Ecnny Bac BO3HUKIM BONpOChI, 06paTuTeCh

B VIH(hOpMaLIMOHHBIA LIEHTP.

JlaHHas  MHCTPYKUMS-BKNafbILL
cneayoLLmMX cuMBoNa:

COLEPXKUT 2

A I3T0T CMMBON YKasblBaeT Ha BO3MOXHOCTb
nonyyeHus TPaBM W MNPUYMHEHUA Bpeja

KpUTEpUN AMarHocTMpoBaHus auabeta. 06paTUTeCh K
NevalleMy Bpayy, Ytobbl ONPenenuTb, CTPaJaeTe Bbl
JIMabeToM WM HET.

Copepxumoe ynakoBKu

e 1 1M 2 TeCcT-KacceThl
® 1 UHCTPYKUMS-BKNAAbILL

Pabo4me XxapaKTepuCTUKU CUCTEMDI
AkKy-Yek Moobaiin

Cuctema Akky-Yek Mo6ain oTBeuaeT TpeGOBaHWAM
EN ISO 15197:2013 (B OTHOLLEHUN TECTOBbLIX CUCTEM
Ans in vitro auarHocTukn — TpeboBaHUs K cucTemam
KOHTPONS YPOBHS [NIOKO3bl KPOBW MpW  CaxapHOM

OLieHKa TOYHOCTU NONb30BaTeNeM:

WccnepnoBaHne OTHOCUTENbHO YPOBHA  NIOKO3bl B

06pasLie, Noy4YeHHOM U3 KanuanspHoi KpoBM, B3ATON

M3 KOHuYMKA nNanbua, npoBefeHHoro cpean 104

00bIYHBIX MIOEN, NOKA3ano CneaytoLLme pesynsrarbl:

e [Ipy KOHUEHTPaLMW TI0KO3bl HUXKE 5,55 MMOMb/N
(Hmwxe 100 mr/an) 100 % pesynsTatoB U3MEPEHUI

WHopmaLmMoHHBIA LEeHTP

000 «Pow [lnarHocTuka Pyc»

BusHec-LeHTp «HernuuHas Mnasa»

Tpy6Has nnowanp, 4.2

Mocksa, Poccus, 107031

NHOPMALMOHHbINA LEEHTP:

8-800-200-88-99

(3BOHOK GecnnaTHbli A5 BCex peruoHoB Poccuu

v MpuHapneXHocTH, HeoOXoaUMbBIE AN
onpeaeneHns ypoBHS rOKO3bl KPOBU
UHopmauus,  HeobXoaumas AN NPOBEAEHMs

e [niokomeTp Akky-Yek Mobain ¢ pPyKOBOACTBOM
nonb3oBartens

© YCTPOICTBO A5 NPOKaNbIBAHNSA KOXM 1 NAHLETbI

00bem Kannu KpoBM 1 BPeMSi U3MEPEHUs

[inq onpenenexns ypoBHA roK03bl KPOBH ITIIOKOMETPY
Tpebyetcs 0,3 MK KpoBu (1 MKN (Mukponutp) = 1
TbicAyHas  munauautpa).  Bpemsa  u3mepenus

Ballemy 310pOBbI0.
@ JTOT CcuMBON 06pallaeT Balle BHUMaHWE Ha
Ba)XKHYI0 MHC(hOPMaALUIO.

Ha3sHayeHue

e TecT-KacceTa npefHasHayeHa 1 KoNM4eCcTBEHHOro
ONpeeneHNs YypOBHS rOKO3bl CBEXEN KanunnspHoi
KpoBu.

e TeCcT-KacceTy MOXHO WCMONb30BaTb TOMbKO C
rniokomeTpamm Akky-Yek Mo6ann n TONMbKO BHE

3aBMCUT OT KOHLIEHTPALMN TTII0KO3bl KPOBY).

MpaBunbHOE XpaHeHUe N NPUMEHEHne
TecT-Kaccer

& HenpaBunbHOe XpaHeHue AN MPUMEHEHNE TecT-
KacceT MOXXET MPUBECTY K MONYYEHINI0 HEBEPHbIX
Pe3yNbTaToB U3MEPeHUs. HeBepHble pesynbTaTh
W3MEpPeHNs MOrYT MPUBECTU K  HEBEPHbIM
PEKOMEHJALMAM M0 JIEYEHMIO W MPUYMHEHNIO
Cepbe3HOro Bpeaa 3/10p0BbI0.

COCTaBIIAET OKONO 5 CEKYHE (BPEMS W3MEPERNS |

nuabere)
AnadeTe).

Kanu6poBka wu npocnexusaemoctb: B kayecTse
KaMbpOBOYHOr0 CPeLcTBa Npu KanmbpoBKe CUCTEMbI
(rnIOKOMETP W TEeCT-KacceTa) WUCMOoNb3yeTcs LefbHas
KPOBb C Pa3NMYHbIMU  KOHLIEHTPALMAMK  THOKO3bI.
PechepeHTHbIe 3Ha4eHnst ONpefensoTCs reKCOKNHA3HbIM
METOA0M, KOTOpbIN KanubpupyeTcs metogom ID-GCMS.
Metog, ID-GCMS sBnsieTcs METOAOM HauBbICLUErO
METPOJIOrMYECKOro Ka4ecTsa (MopsifKa) M COOTBETCTBYET
nepeuyHbIM TpeboBaHusm ctangapta NIST (traceable

| (npocnexuBaeMocTb)).  3Ta  LIenoyka  No3BOAseT |

NOATBEPAUTb COOTBETCTBME TPeGoBaHMAM CTaHaapTa
NIST pe3ynbtaTtoB W3MEPEHWS C  KOHTPOJIbHbIMU
pacTBOpamu, NPOBEAEHHbIX C MOMOLLbHO TECT-KACCETbI.
HuHSAS rpaHMua nokasaHui (cambli HU3KWIA
oTo0pa)kaembli MoOKa3saTenb): HwxHAs rpaHuua
nokasaHuii coctasnsiet 0,6 mmonb/n (10 mr/an).

WntepBan namepenus: Meton SBNSETCS NUHENHbIM B
unTepsane ot 0,6 40 33,3 mmonb/n (0T 10 fo 600 mr/an).

HoBuHKa: paGoyne XapaKTepuUCTUKM OTBEYAIOT

TITEL
@ GO

ACCU-CHEK®
Mobile

07141254

opraHuama natueHTa.

e Cuctema, cocTosias M3 FNIOKOMETPA M TecT-
KacceTbl, NPUrofHa TONMbKO ANS  MPOBEAEHUS
CaMOKOHTpons. MauneHTbl ¢ AuaGeTom  MoryT
KOHTPONMPOBAaTb  YPOBEHb  [MIOKO3bl  KPOBM
CamoCTOSTENBHO.

CucTeMy Henb3s UCMOMb30BaTh A1 MOCTAHOBKM UK
UCKMIOYEHNs AmarHosa Anaoer.

JononHutenbHas WHtopmauus

TITEL
@ @Y

AKKY-UEK’

Moobaiin

07141254

nevaulemy Bpady. [pexae Yem npoBOAMTH
U3MEpeHne OKO3bl  KPOBM  CaMOCTOSITESNBHO,
o6paTuTech K Nevallemy Bpayy Ansi nojyyeHus
MoAPO6HbIX MHCTPYKLWA. Jleyalumii Bpay BMeCTe ¢
BaMM ONpeaenuT MHAMBUAYANbHbIA, NOAXOASALLMIA
ISl BaC /1anasoH YPOBHSI IMIOK03bl KPOBMU.

e XpaHuTe CUCTEMY KOHTPOAS YPOBHS [NIOKO3bI
KPOBW 11 BCE NPUHALNEXXHOCTY BHE J0CAraemMocTy
Ans feteit 10 3 ne. MNpu NpornaTbiBaHNN MENKMX
JeTaneii (Hanpumep, KpblleK, HacaJoK Wau T. M.)

CCOBOFO dvTagpa
é - nnacTmal 0 PyTHIpa;

e XpaHuTe TecT-KacCeTbl TOMbKO B
nnacTMaccoBom (yTnspe.

o XpaHuTe TeCT-KacceTbl Npu Temnepatype OT +2 [0
+30°C B CyXoM MecTe, 3alUWLLEHHOM OT
BO3AEMCTBMS NPAAMbIX COSTHEYHbIX JTyYen.

e [I[pn XpaHeHWW TECT-KACCeTbl B  XONOAWIbHUKE
HeobXoa1Mo

3aKpbITOM

Haxogunocb B npegenax =+ 0,83 mmonb/n (B
npegenax =+ 15 mr/an) pesynstatoB WU3MeEpPeHun,
MoMy4eHHbIX Ta6oPaTOPHbLIM METOAOM.

o [pn KOHLEHTPALMU TTIIOKO3bl PABHON WAM BbIlLe
5,55 Mmonb/n (paBHoi unu Bbiwe 100 mr/an) 96,8 %
pe3ynbTaToB W3MEPEHWA HAXOAMNOChb B Npejenax
+15% pesynTatoB  M3MEPEHWU, MONYYEHHbIX
NabopaTopHbIM METOLOM.

& HeBepHble  pesynbTaTbl  M3MEPEeHUs  MOryT
NPUBECTM K HEBEPHbIM PEKOMEHauusaMm o
NEYEHNIO M TIPUYMHEHUMIO CEPbe3HOro Bpefa
3/10POBbIO.

e [lapeHTepanbHoe  BBELEHME  ranakro3bl W
ranaktosemMus MOryT MpuBECTW K MOAYYEHUIO
HEBEPHbIX (3aBbILIEHHbIX) PE3YNbTATOB U3MEPEHUS.
KoHueHTpaums ranaktosbl B KpOBM paBHas Wiu
Bbiwe 1,1 mmonb/n (paBHas wnu Bbiwe 20 Mr/an)

MCTOYHMKN OWIMOOK, KOTOPbIE MOTYT NPMBECTMN K
MOMYYEHUI0 HEBEPHbIX PE3YNbTaToB U3MEPEHUS

E-mail: info@accu-chek.ru
Anpec B MHTepHeTe: www.accu-chek.ru

Cnucok nutepatypbl
[1] D'Orazio et al: Approved IFCC
Recommendation on Reporting Results for
Blood Glucose (Abbreviated); Clinical
Chemistry 51:9, 1573-1576, 2005
[2] American Diabetes Association: Standards of
Medical ~ Care  in Diabetes—2012
Diabetes Care 35 (Suppl. 1), S11-S63, 2012

guideline for Type 2 diabetes. Brussels
International Diabetes Federation, 2005

[4] Definition and diagnosis of diabetes
mellitus and intermediate hyperglycemia
report of a WHO/IDF consultation. WHO
Geneva 2006 (ISBN 92 4 159493 4, ISBN

978 92 4 159493 6)

CMOTPUTE MHCTPYKLMIO-BKAABILL

craHpapty EN IS0 15197:2013

To4yHOCTb CUCTEMDI:

[laHHble 0 TOYHOCTW CUCTEMbl MPU KOHLEHTpauun
F0KO3bI HUXKE 5,55 MMonb/n (Huxe 100 mr/an)

B Npepenax B npepenax
* 0,28 mmonb/n | = 0,56 mmonb/n

B npegenax
= 0,83 mmonb/B

BEOET K HEBEPHGEIM (3aBbILEHHBIM) Pe3yNbTaTam
U3MEpEeHns.

e He MpUMEHATb MNpu  NleYeHun  LedhTPMaKCOHOM.
LledhTprakcoH B KpOBUM MOXET MPUBECTY K HEBEPHBIM
(3aHMKEHHbIM) pesynbTatam N3MepeHus.

o [lpy CHWXEHHON nNepudiepuyeckon  LMPKYNaLumu
KPOBM KanuanspHas KpoBb MpW  ONpeLefneHHbIX

Brumanne! Cobnitopainte
YKa3aHusi No TexHUKe
6e30MacHOCTH, NPUBEAEHHDBIE B
VHCTPYKLMN-BKNAAbILLE 3TOr0
npoayKTa.

(1)
A

OrpaHuyeHne Temneparypbl
(XpaHuTb npu)

e

BO3AyXa.

CYLLECTBYET PUCK YAYLIbS.

ObITOBbIMI
MO6bIX  KOMMOHEHTOB,
HaxXoAsdIWMXCS B YyNakoBKe.  YTUnM3npyiTe
1CMOMb30BaHHbIE TECT-KacceThl COrnacHo
Tpe6oBaHMSM AEeNCTBYIOLLEr0 3aKOHOAATENbCTRA.
e [lonyyaemble C MOMOLLbK 3TOM TECT-KACCETh
pesynbTaTbl M3MEpPEeHUs YPOBHS MOKO3bl KPOBM
COOTBETCTBYIOT MOKa3aTeNsiM YPOBHSA [NOKO3bl B

@ e YTunusaums c
Jonyckaetcs  ang

oTxoaamu

Mormanomo denooaun 1o Knaneces | e A
MexayHapogHon ®epepauun no KnuHuyeckoi ML BB AL

Xumun n JlabopatopHoir Meamuuue (IFCC) [1].
Takum  o6pasom,  [IIOKOMETP  Ompegenser
MnoKasaTenu ypoBHS T/OKO3bl KPOBM B Nna3me,
HECMOTPS Ha TO, YTO Ha TeCcTOBOe none Bceraa
HAHOCUTCS LieNIbHas KPOBb.

HopmarnbHbIi1 ypOBEHb FNOKO3bl KPOBM HE CTPAAAIOLLErO
OnabeToM B3pOCAOr0 YenoBeKa He MpeBbiaeT
HaTowak 5,6 mmonb/n (100 mr/an). InabeT y B3pocbix

ucteyeHu 90 AHeN MOXKET NPUBECTM K NONYYEHUIO
HEBEPHbIX PE3YNbTaTOB N3MEPEHIS YPOBHS FNHOKO3bl
KPOBMW.

© He ucnonb3yinTe TECT-KACCETY, ECNN NNACTMACCOBbIN
hyTNAp UK 3alUTHas NNEHKA NOBPEXEHbI.

e XpaHUTe HayaTyl), W3BNEYEHHYIO W3 [NOKOMETpa
TECT-KACCETY B CYXOM TEMHOM MecTe.

e TemnepaTtypa, Npu KOTOPOA MOXHO MPOBOAUTb
13MepeHue, JoKHa cocTasnsaTh oT +10 go +40 °C.

TTTIOKO3bI 0 ,6 MMOJTb/J (29,3 V 7m|) o 27 16 MMOJIb/J
(497,0 mr/pn)

B npepenax = 0,83 mmonb/n unun B npegenax = 15 %
(B npegenax = 15 mr/gn unu B npegenax = 15 %)

597/600 (99,5 %)

ToyHoCTb BOCNPOU3BEAEHUS:

CpeaHee 3HaueHue
[mr/an] 43 75 128
[Mmonb/n] | 2,4 4,2 71

214
11,9

326
18,1

MOOXKAATb,  MOKA  3aKPbITbIN (B npeaenax | - (8 npepenax (B npepenax 06CTOATENLCTBAX MOXKET HEBEPHO BOCTIPOM3BOAVTL 2 Wcrons3osars ao
NNIACTMACCOBBI hYTASID HE JOCTUTHET TeMNepaTypbl z5uran) | 10 i) = 15 r/ay) (DM3MONOTUYECKWIA MOKA3ATENb YOBHS TIKOKO3bI
OKpYXaloLeil cpeabl. JlocTaBaiiTe TeCT-KacceTy u3 120/156 154/156 155/156 KpOBW.  3TO  BOSMOXHO  NPU  CREAYIOLX 20D CpOK XpaHeHus TeCT-KacceTbl
¢ TOJIbKO KOFAa (76 9 %) (98 7 %) (99,4 %) 06cTOATENBCTRAX: Txenas AeruapatTating,; O Eﬁzg_erhf:gggégﬁg dyTapa;
nﬂac;ng?é:coab:sm dJy;nFépT :anrgse:TcS Tﬂﬁ TeMHTE:apaTTxI/ApTl: [laHHble O TONHOCTU CUCTEMI MM KOHLEHTDALUM 06yCnoBNEHHAst  AMaGETUYECKM  KETOALMA030M 90 pHeit
gﬁp{alsosa:l:e K(?:Aeﬁcara 6 TeciJjKach:gO pa FMIOKO3bI PABHOIA UM BbILLE 5,55 MMOMI/ (PABHOIA WA i FANeprAMKEMUEH/TUNEPOCMONSIDHLIM 5 YTUAU3ALNSI C GbITOBLIMH
p i . Bbiwe 100 mMr/an) cOoCTOsHMEM 6e3 KeTqaumuoaa, TMNOTOHKEN, LUOKONI‘, \j OTXOIaM 10NYCKAETCA AN
TecToBble MONS  YYBCTBUTENbHbI K  BA@XHOCTU [leKOMNeHCUpOoBaHHOM cepaeyHon N06bIX KOMIOHEHTOB,
Moy  TPaHCMOPTMPOBKE TECT-KACCETbl B npeaenax | B npepenax B npeaenax HEJO0CTAaTO4HOCTbIO 4-ro knacca mo NYHA unw HaXOAALUMXCS B YNaKOBKE.
JIOSKHbI HAXOAWTLCS B 3aKPLITOM MAACTMACCOBOM 5% x10% x15% OKKMIO3MOHHBIM ~ MOPAXKEHNEM  NepUtepnyeckmX YTUNU3UPYIITE MCTObI0BAHHbIE
dyTnspe wnn B rAKomeTpe. [locne BCKPbITUS 216/444 410/444 0 apTepuanbHbIX COCY/0B. TECT-KACCETbI COMNACHO
0 0 442/444 (99,5 %) Tpe6oBaHNAM [eACTBYIOLIEro
gnacwaccosoro hytnapa TecT-kacceta AOMKHa (48,6 %) (92,3 %)  MoXHO WCTIONIb30BATL KPOBb G MOKA3aTeNAMY SAKOHORATENbCTER,
0,
Mzggnbﬁzggﬂ;z(;éﬁcano?lb;c?::::: ngT-ﬁ:?:(V)IeT(;pgg flarKble 0 TOYHOCTU CUCTEMbI MW KOHUEHTPaUuM rEMATOKPAT B AANAZOHE OT 25 A0 95 %. MpoussozuTens

KomMnoHeHTbI

Kaxnoe TecToBOe Mofe COAEPXMT WHAUKATOPHbIE
peareHTbl. [locne HaHeceHns KPOBM Ha TECTOBOE none,
3H3UM  rnoko3oaermaporeHasa  (Mut. Q-GDH 2,
EC 1.1.5.2) BCTYnaeT B peakLyio ¢ rioKo30i Kposu. B
pesynbTaTe NPOUCXOASLLEN XUMUYECKON peakLyun LBeT
TECTOBOrO MONsi MeHsieTcs. [NoKOMeTp u3mepsieT
CTeneHb  U3MEHeHMs LBeTa W paccyuTbiBaeT
noKasaTesb YPOBHS rMOKO3bl KPOBW.

CTaHpapTHOE OTKIOHEHUe
[mr/nn] 20 | 2,3 | 3,1 43 7,1
[Mmmonb/n]| 0,1 0,1 0,2 0,2 0,4
KoadhchuumeHT sapuauuu

[%] | — | — [ 24 ]20] 22

MpomMeXyTo4Hasi TOYHOCTb:

CpeaHee 3HaueHue

LVEHUNNAEH) XN0pUI aMMOHUS
2,18-thochomonnbaeHoBas Kucnora,

HaTpueBas Cofib 88 Mkr
Crabunusarop 0,17 mr
BewlecTBa, He BCTynatoLime B peakumio 2,1 mr

NMocnenxss pepakums

2015-01

MuHumanbHoe copepXxaHue Ha CM? Ha MOMEHT EE] KaTanoxHbii Homep
N3roToBNIeHNSA -

BapnaHTbl MyTaLun XuHONpoTenHa Homep naptun
rniokosogeruaporeqassl (Mut. Q-GDH 2, 67U

MOAUMULMPOBAHHDIA BapuaHT ’ -m [ng in vitro gMarHocTukm
EC 1.1.5.2), acinetobacter spec.

[PPONOXMHONNH-XNHOH 0,40 mKr GTIN MexxayHapoaHbli TOPrOBbliA
BYC-(2-rMApoKcUaTI)-(4- UAEHTUNKALMOHHbIA HOMEp
TULPOKCUMIHOLIMKNOTeKCa=2,5= 8,5 MK c € 0083 HatHbiit NPOAYKT OTBEvaeT

Tpe6oBaHusM EBponenckoii
[JlnpexTusbl 98/79/EC no
MeAVLMHCKIM YCTPOACTBaM Ans
in vitro gmarHocTuku..
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) i ] i | A TR ATHOCTH
HaTOWIAK, MOATBEPXKAEHHbIA [BYMS WU3MEPEHUSMU, | YToObl yGEANTHCS B KOPPEKTHOI PaboTe MiokoMeTpa 1 [Mmonb/n] 24 7,0 21,6 © 2015 Roche Diabetes Care
coctasnseT 7,0 mmonb/n (126 mr/an) unm Boiwe [2, 3, TECT-KacCeThl, a TaKXXe B MpPaBuIbHOM 00palLeHnn ¢ CTaHpapTHOE OTKNOHEHne ACCU-CHEK, ACCU-CHEK MOBILE v AKKY-YEK —
4]. CocTosiHMe B3POCNbIX C MOKa3aTeNemM YpOBHS HAMW, PErynapHoO NPOBOANTE KOHTPOSIbHbIE N3MEPEHUS [mr/pn] 2,0 2,8 78 TOProBble Mapku (upMbl Roche.
rMIOKO3bl KPOBM HaTowak oT 5,6 4o 6,9 mmons/n (0T C MOMOLLbIO KOHTPONbHbIX  PAacTBOPOB  AKKY-Yek [MMons/n] 0.1 0.2 04 Roche Diabetes Care GmbH
100 go 125 Mr/nn) onpeaenseTcs Kak Hapywenue | Mo6ain. Co6niofailTe ykasauus, COLepxalmecs B KosauLenT Bapmaumv‘l : ’ gggggomnsntﬁi?;e 116
TNAKEMUIA HATOLLAK (MPeAANabeTMYecKoe COCTOAHUE) |  WHCTPYKLMN-BKIAMLILIE K KOHTPOSbHBIM PAacTBOpam, a G
i (%] | 46 [ 22 [ 20 ermany
[2]._Kpome aTux mokasareneil MMeHOTCS U Jpyrie | TakkKe B PYKOBOJCTBE MOb30BATENS [IOKOMETPA 0 : : : www.accu-chek.com
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