ACCU-CHEK*

Instant

TESTS

REF 07819382
(N Suitable for self-testing
Intended Use

The Accu-Chek Instant test strips with the Accu-Chek Instant and Accu-Chek Instant S meters are
intended to quantitatively measure glucose in fresh capillary whole blood from the finger, palm,
forearm, and upper arm as an aid in monitoring the effectiveness of glucose control.

The Accu-Chek Instant test strips with the Accu-Chek Instant and Accu-Chek Instant S meters are
intended for in vitro diagnostic self-testing by people with diabetes.

The Accu-Chek Instant test strips with the Accu-Chek Instant and Accu-Chek Instant S meters are intended
for in vitro diagnostic use by healthcare professionals in clinical settings. Venous, arterial, and neonatal
blood testing is limited to healthcare professional use.

This system is not for use in diagnosis of diabetes mellitus, nor for testing neonate cord blood samples.
Consumer Information

Warning: Choking hazard. Small parts. Keep away from children under the age of 3 years.
Contents of the pack

Pack containing test strips and package inserts.

All components of the pack can be discarded in domestic waste. Discard used test strips according
to local regulations. If you have any questions, contact Roche.

Test strip storage and handling

o Store the test strips at temperatures between 4 and 30 °C. Do not freeze the test strips.

o Use the test strips at temperatures between 4 and 45 °C.

 Use the test strips between 10 and 90 % humidity. Do not store the test strips in high heat and
moisture areas such as the bathroom or kitchen.

o Store the unused test strips in their original test strip container with the cap closed.

o Close the test strip container tightly immediately after removing a test strip to protect the test
strips from humidity.

o Use the test strip immediately after removing it from the test strip container.

 Discard the test strips if they are past the use by date. Expired test strips can produce incorrect
results. The use by date is printed on the test strip box and on the label of the test strip container
next to © . The test strips can be used until the printed use by date when they are stored and
used correctly. This applies for test strips from a new, unopened test strip container and for test
strips from a test strip container that has already been opened.

Performing a Blood Glucose Test

Refer to the meter’s User’s Manual for instructions on obtaining a blood sample and performing a
blood glucose test.

Understanding Test Results

The normal fasting glucose level for a non-diabetic adult is below 100 mg/dL (5.6 mmol/L). A
criterion for 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."?® 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).'
Other diagnostic criteria for diabetes exist. Consult your healthcare professional to determine if you
have diabetes or not. For people with diabetes: Consult your healthcare professional for the blood
glucose range appropriate for you. You should treat your low or high blood glucose as recommended
by your healthcare professional.

Unusual test results

If LO is displayed on the meter, your blood glucose may be below 10 mg/dL (0.6 mmol/L).
If H is displayed on the meter, your blood glucose may be over 600 mg/dL (33.3 mmol/L).
For detailed information on error messages, refer to the User’s Manual.

If your blood glucose result does not match how you feel, follow these steps:

*Repeat the blood glucose test with a new test strip.

o Perform a control test as described in the User’s Manual.

o Refer to the User’s Manual for other causes.

e |f your symptoms still do not match your blood glucose results, contact your healthcare
professional.

Never ignore symptoms or make significant changes to your diabetes management program without
talking to your healthcare professional.

Accu-Chek Instant Control Solution Ranges

Control 1: 30-60 mg/dL (1.7-3.3 mmol/L)
Control 2: 252-342 mg/dL (14.0-19.0 mmol/L)

Healthcare Professional Information

Sample collection and preparation by healthcare professionals

e When using the Accu-Chek Instant and Accu-Chek Instant S meters, always follow the recognised
procedures for handling objects that are potentially contaminated with human material. Practice
the hygiene and safety policy of your laboratory or institution.

A blood drop is required to perform a blood glucose test. Capillary blood can be used. Venous,
arterial, or neonatal blood may be used, but must be obtained by healthcare professionals.

 Take caution to clear arterial lines before the blood sample is obtained and applied to the test
strip.

 The system has been tested with neonatal blood. As a matter of good clinical practice, caution is
advised in the interpretation of neonate blood glucose values below 50 mg/dL (2.8 mmol/L). Follow
the recommendations for follow-up care that have been set by your institution for critical blood
glucose values in neonates.

* To minimise the effect of glycolysis, venous or arterial blood glucose tests need to be performed
within 30 minutes of obtaining the blood samples.

 Avoid air bubbles when using pipettes.

* Capillary, venous, and arterial blood samples containing these anticoagulants or preservatives are
acceptable: EDTA, lithium heparin, or sodium heparin. Anticoagulants containing iodoacetate or
fluoride are not recommended.

 Refrigerated samples should be brought to room temperature slowly prior to testing.

Additional information for healthcare professionals

If the blood glucose result does not reflect the patient’s clinical symptoms, or seems unusually high
or low, perform a control test. If the control test confirms that the system is working properly, repeat
the blood glucose test. If the second blood glucose result still seems unusual, follow facility
guidelines for further action.

Discard components of the pack per facility guidelines. Consult local ordinances as they may vary by
country.

Limitations
o Lipemic samples (triglycerides) >1,800 mg/dL (>20.3 mmol/L) may produce elevated blood
glucose results.

Do not use this system during xylose absorption test.
Do not use this system if you are undergoing intravenous administration of ascorbic acid.

o |f peripheral circulation is impaired, collection of capillary blood from the approved sample sites is
not advised as the results 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 hyperglycaemic hyperosmolar non-ketotic syndrome, hypotension, shock,
decompensated heart failure NYHA Class IV, or peripheral arterial occlusive disease.

* Haematocrit should be between 10 and 65 %. Ask your healthcare professional if you do not know

your haematocrit.

 This system has been tested at altitudes up to 3,094 metres.

Performance Characteristics

The Accu-Chek Instant system complies with the requirements of ISO 15197:2013 (In vitro
diagnostic test systems — Requirements for blood glucose monitoring systems for self-testing in
managing diabetes mellitus).

Calibration and traceability: The system (meter and test strips) is calibrated with venous 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 NIST standard. Using this
traceability chain, the results obtained with these test strips for control solutions can also be traced
back to the NIST standard.

Detection limit (lowest value displayed): 10 mg/dL (0.6 mmol/L) for the test strip

System measuring range: 10-600 mg/dL (0.6-33.3 mmol/L)

Sample size: 0.6 pL

Test time: <4 seconds

System accuracy:

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

within 5 mg/dL within =10 mg/dL within =15 mg/dL
(within =0.28 mmol/L) (within £0.56 mmol/L) (within +0.83 mmol/L)
153/162 (94.4 %) 162/162 (100 %) 162/162 (100 %)

System accuracy results for glucose concentrations equal to or greater than 100 mg/dL (equal to or
greater than 5.55 mmol/L)

within =5 % within 10 % within =15 %
341/438 (77.9 %) 435/438 (99.3 %) 438/438 (100 %)

System accuracy results for glucose concentrations between 39 mg/dL (2.2 mmol/L) and 482 mg/dL
(26.7 mmol/L)

within =15 mg/dL or within 15 %
(within =0.83 mmol/L or within =15 %)

600/600 (100 %)
Repeatability:
[mg/dL] 419 84.7 137.9 216.3 353.2
Mean value
[mmol/L] 2.3 47 7.6 12.0 19.6
Standard [mg/dL] 15 2.1 3.1 5.3 8.4
deviation [mmol/L] 0.1 0.1 0.2 03 05
Coefficient of variation [%] — — 2.2 2.5 2.4
Intermediate precision:
[mg/dL] 46.1 118.4 299.9
Mean value
[mmol/L] 2.6 6.6 16.6
[mg/dL] 1.7 3.4 6.0
Standard deviation
[mmol/L] 0.1 0.2 0.3
Coefficient of variation [%] — 2.9 2.0

Performance assessment by the user: A study evaluating glucose values from fingertip capillary
blood samples obtained by 101 lay persons showed the following results:
 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.
 For glucose concentrations equal to or greater than 100 mg/dL (equal to or greater than
5.55 mmol/L), 96.7 % of the test results were within =15 % of the results obtained through
laboratory testing.
Test principle: The enzyme on the test strip, a FAD-dependent glucose dehydrogenase (GDH)
expressed in A. oryzae, converts the glucose in the blood sample to gluconolactone. This reaction
creates a harmless DC electrical current that the meter interprets for the blood glucose result. The
sample and environmental conditions are evaluated using AC and DC signals.

These test strips deliver results that correspond to blood glucose concentrations in plasma as per
the recommendation of the International Federation of Clinical Chemistry and Laboratory Medicine
(IFCC).* Therefore, the meter displays blood glucose concentrations that refer to plasma although
whole blood is always applied to the test strip.

Reagent composition=
Mediator 6.6 %
FAD-GDH enzyme 21.3%
Buffer 22.6 %
Stabiliser 23%
Non-reactive ingredients 472 %

oMinimum at time of manufacture

Note: For an explanation of symbols used and a list of references, refer to the end of this package
insert.

Control and linearity test kits (if available)

Accu-Chek Instant control solution — Refer to the control solution package insert for details.
Accu-Chek Instant linearity test kit — Refer to the linearity test kit package insert for details.
Visit our website at www.accu-chek.com or contact the local Roche representative for more
information. Refer to the end of this package insert for contact information.
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Pogodno za samokontrolu

Predvidena primena

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatima su namenjene
za kvantitativno merenje glukoze u svezoj punoj kapilarnoj krvi iz prsta, dlana, podlaktice ili
nadlaktice kao pomo¢ pri nadgledanju efikasnosti kontrole glukoze.

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatima su namenjene
za dijagnosticku primenu in vitro od strane osoba sa dijabetesom kod kuce.

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatima su namenjene
za dijagnosticku primenu in vitro od strane stru¢nog medicinskog osoblja u Klinickim ustanovama.
Struénom medicinskom osoblju je dozvoljeno obavljanje merenja u uzorcima venske, arterijske krvi
ili krvi novorodencadi.

Ovaj sistem nije namenjen za dijagnostikovanje diabetes mellitusa, niti za merenje putem uzoraka
krvi uzetih iz pup€ane vrpce novorodencadi.

Informacije za korisnike

Upozorenje: Opasnost od gusenja. Sitni delovi. DrZati dalje od dece mlade od 3 godine.
Sadrzaj pakovanja
Pakovanje sadrzi test trake i uputstva.

Sve predmete koji se nalaze u pakovanju mozete da bacite sa ostalim smecem. Kori$cene test trake
bacite u skladu sa vaze¢im lokalnim propisima. Ako imate bilo kakva pitanja obratite se svom
korisnickom i servisnom centru.

Cuvanje i rukovanje test trakama

 Test trake cuvati na temperaturama izmedu 4 i 30 °C. Ne zamrzavajte test trake.

o Test trake koristite na temperaturama izmedu 4 i 45 °C.

 Test trake koristite pri vlaznosti vazduha izmedu 10 i 90 %. Nemojte Cuvati test trake na mestima
sa visokim temperaturama i nivoom vlage kao Sto su kupatilo ili kuhinja.

* Nekori$cene test trake Cuvajte u originalnoj kutiji sa test trakama sa zatvorenim poklopcem.

* 0dmah nakon vadenja test trake dobro zatvorite kutiju sa test trakama, kako bi preostale test trake
zastitili od vlage.

 Upotrebite test traku odmah nakon vadenja iz kutije sa test trakama.

* Bacite test trake ukoliko im je istekao rok upotrebe. Test trake kojima je istekao rok upotrebe
mogu dati pogre$ne rezultate. Rok upotrebe je odStampan na pakovanju test traka i na nalepnici
kutije sa test trakama pored © . Ako se pravilno skladiste i upotrebljavaju, test trake mogu da se
koriste do odStampanog roka upotrebe. Ovo se odnosi na test trake iz nove, neotvorene kutije sa
test trakama, kao i na test trake iz kutije koja je ve¢ otvarana.

Izvodenje merenja glukoze u krvi

Za detaljne informacije o uzimanju uzorka krvi i o obavljanju merenja glukoze, pogledajte uputstvo
za korisnika.

Tumacenje rezultata merenja

Normalan nivo glukoze nataste kod odrasle osobe koja nije obolela od dijabetesa je manji od
5,6 mmol/L (100 mg/dL). Kriterijum za dijagnostikovanje diabetes mellitusa kod odrasle osobe
je nivo glukoze nataste od 7,0 mmol/L ili viSe (126 mg/dL ili viSe), potvrden u dva merenja."?*
Odrasle osobe sa nivoom glukoze nataste izmedu 5,6 i 6,9 mmol/L (100 i 125 mg/dL) imaju
poremecenu glukozu nataste (predstepen dijabetesa)." Postoje i drugi kriterijumi za
dijagnostikovanje dijabetesa. Obratite se struénom medicinskom osoblju kako biste utvrdili da i
bolujete od dijabetesa ili ne. Za osobe obolele od dijabetesa: obratite se struénom medicinskom
o0soblju za opseg vrednosti glukoze u krvi koji je odgovarajuci za Vas. Niske ili visoke vrednosti
glukoze u krvi treba tretirati na nacin koji Vam je preporucen od strane struénog medicinskog
osoblja.

Neuobicajeni rezultati merenja
Ako je na aparatu prikazano LO, vrednost glukoze u krvi je mozda manja od 0,6 mmol/L (10 mg/dL).

Ako je na aparatu prikazano HI, vrednost glukoze u krvi je mozda veca od 33,3 mmol/L (600 mg/dL).

Za detaljne informacije o greSkama, pogledajte uputstvo za korisnika.

Ako rezultat merenja glukoze u krvi ne odgovara stanju kako se osecate, uradite sledece:

* Ponovite merenje glukoze u krvi sa novom test trakom.

* Obavite kontrolno merenje kako je opisano u uputstvu za korisnika.

© Za druge uzroke, pogledajte uputstvo za korisnika.

 Ako se Vasi simptomi ne podudaraju sa rezultatima merenja glukoze u krvi, obratite se struénom
medicinskom osoblju.

Nikada ne ignorisite Vase simptome ili ne menjajte znacajno Va$ program za upravljanje

diajabetesom bez konsultacije sa stru¢nim medicinskim osobljem.

Merni opseg Accu-Chek Instant kontrolnih rastvora

Control 1: 1,7-3,3 mmol/L (30-60 mg/dL)
Control 2: 14,0-19,0 mmol/L (252-342 mg/dL)

Informacije za struéno medicinsko osoblje

Uzimanje uzoraka i priprema od strane struénog medicinskog osoblja

* Prilikom kori¢enja Accu-Chek Instant i Accu-Chek Instant S aparata, obavezno postujte odobrene
procedure za rukovanje predmetima koji mogu biti kontaminirani ljudskim materijalom. Postujte
pravila vase laboratorije ili ustanove po pitanju higijene i bezbednosti.

*Kap krvi je potrebna za merenje glukoze u krvi. MoZe se Koristiti kapilarna krv. Venska krv,
arterijska krv ili krv novorodencadi mogu takode da se koriste, ali samo ukoliko uzorke uzima
struéno medicinsko osoblje.

o Arterijski kateteri moraju biti temeljno ocisceni pre uzimanja uzorka krvi i njegovog nanosenja na
test traku.

 Sistem je ispitan pomocu krvi novorodencadi. Dobra Klinicka praksa preporucuje oprez pri
tumacenju vrednosti glukoze u krvi novorodencadi ispod 2,8 mmol/L (50 mg/dL). Sledite preporuke
za pracenje stanja definisane od strane VaSe ustanove u slucaju kriticnih vrednosti glukoze u krvi
novorodencadi.

*Radi smanjenja efekta glikolize, merenje glukoze u venskoj ili arterijskoj krvi treba uraditi u roku
od 30 minuta nakon uzimanja uzoraka krvi.

* Prilikom kori$¢enja pipeta ne sme biti mehuri¢a vazduha.

Uzorci kapilarne, venske i arterijske krvi, koji sadrze sledece antikoagulante ili prezervative su
prihvatljivi: EDTA, litijlum heparin ili natrijum heparin. Antikoagulanti koji sadrze jodoacetat ili
fluorid se ne preporucuju.

* Uzorke koji su drzani u frizideru treba pre testiranja polako zagrejati na sobnu temperaturu.

Dodatne informacije za stru¢no medicinsko osoblje

Ako rezultat merenja glukoze u krvi ne odslikava klinicke simptome pacijenta, ili je neobiéno visok ili
nizak, obavite kontrolno merenje. Ukoliko kontrolno merenje potvrdi da sistem propisno radi,
ponovite merenje glukoze u krvi. Ako je rezultat ponovljenog merenja glukoze u krvi i dalje
neuobicajen, pratite smernice zdravstvene ustanove.

Bacite pakovanje i njegov sadrzaj prema smernicama zdravstvene ustanove. Proverite lokalne

odredbe koje se mogu razlikovati zavisno od drzave.

Ogranicenja

e Lipemicni uzorci (trigliceridi) >20,3 mmol/L (>1.800 mg/dL) mogu dovesti do poviSenih rezultata
merenja glukoze u krvi.

 Ne koristite ovaj sistem za vreme testa apsorbcije ksiloze.

* Ne koristite ovaj sistem ako primate intravensku infuziju askoribinske kiseline.

U slucaju oteZane periferne cirkulacije ne preporucuje se uzimanje kapilarne krvi sa mesta
odobrenih za uzimanje uzorka, pos$to rezultati nece biti stvarni odraz fizioloskog nivoa glukoze u
krvi. Ovo se moZze odnositi na sledece okolnosti: ozbiljna dehidratacija nastala kao rezultat
dijabeti¢ne ketoacidoze ili hiperglikemijskog hiperosmolarnog sindroma bez ketoacidoze,
hipotenzije, Soka, dekompenzovane sréane insuficijencije ,NYHA klase IV ili perifernog arterijskog
okluzivnog oboljenja.

* Hematokrit treba da bude izmedu 10 i 65 %. Obratite se stru¢nom medicinskom osoblju ako ne
znate koja je vrednost Vaseg hematokrita.

 Ovaj sistem je ispitan na nadmorskim visinama do 3.094 metara.

Radne karakteristike

Accu-Chek Instant sistem ispunjava zahteve standarda IS0 15197:2013 (In vitro dijagnosticki sistemi
testiranja — Zahtevi za sisteme pracenja glukoze u krvi za samotestiranje u leCenju diabetes mellitusa).
Kalibracija i sledljivost: Sistem (aparat za merenje glukoze u krvi i test trake) je kalibrisan pomocu
venske krvi koja sadrzi razlicite koncentracije glukoze kao sredstvom za kalibraciju. Referentne
vrednosti dobijaju se metodom heksokinaze, koja se kalibri$e ID-GCMS metodom. Metoda ID-GCMS
se kao metoda najviseg metroloSkog kvaliteta moZe slediti do primarnog NIST-standarda (traceable).
Pomocu lanca sledljivosti rezultati merenja dobijeni pomocu ovih test traka za kontrolne rastvore se
takode mogu povratno pratiti do NIST standarda.

Granica detekcije Za prikazana vr ): 0,6 mmol/L (10 mg/dL) za test traku

Merni opseg sistema: 0,6-33,3 mmol/L (10-600 mg/dL)

Veli¢ina uzorka: 0,6 pL

Vreme merenja: <4 sekundi

Preciznost sistema:

Rezultati vezani za preciznost sistema pri koncentracijama glukoze manjim od 5,55 mmol/L (manjim
od 100 mg/dL)

u opsegu =0,28 mmol/L
(u opsegu =5 mg/dL)

153/162 (94,4 %)

u opsegu =0,56 mmol/L
(u opsegu =10 mg/dL)

162/162 (100 %)

u opsegu =0,83 mmol/L
(u opsegu =15 mg/dL)

162/162 (100 %)

Rezultati merenja vezani za preciznost sistema pri koncentracijama glukoze jednakim ili vecim od
5,55 mmol/L (jednakim ili ve¢im od 100 mg/dL)

u opsegu =5 %

341/438 (77,9 %)

u opsegu =10 %

435/438 (99,3 %)

u opsegu =15 %

438/438 (100 %)

Rezultati merenja vezani za preciznost sistema pri koncentracijama glukoze izmedu 2,2 mmol/L
(39 mg/dL) i 26,7 mmol/L (482 mg/dL)

u opsegu 0,83 mmol/L ili u opsegu =15 %
(u opsegu =15 mg/dL ili u opsegu =15 %)

XpaHeHue, NpUMEHeHWe 1 TPAHCNOPTMPOBKA TECT-MOMOCOK

© TpaHCNopPTMPOBATb TECT-MONOCKY B COOTBETCTBUM C NPABUIAMM XPaHEHWS.

© XpaHuTe TeCT-Nosocku npu Temnepatype ot 4 fo 30 °C. He 3amopaxuBaiTe TeCT-M0S0CKM.

o [IpyMeHsITe TECT-MONOCKM Npyu Temnepatype oT 4 1o 45 °C.

o [IpumeHsiiTe TecT-nonocku npu BRaxHocTh ot 10 8o 90 %. He xpaHuTe TECT-NONOCKM B XapKoii
11 BNXHON cpefe (Hanpumep, B BAHHOI KOMHATE W Ha KyXHe).

© XpaHuTe HEMCroNb30BaHHbIE TECT-MONOCKM B NIOTHO 3aKPbITOM OpPUriHaNbHOM Ty6yce C
TECT-N0N0CKamu.

*[1710THO 3aKpbIBaiiTe TYGYC C TECT-N0MOCKAMI CPpa3y XKe Noc/e U3BNEYEHNs U3 Hero TecT-
N0JIOCKM, YTOGbI 3aLLUTUTb TECT-NONOCKM OT BAary.

* [lcnonbayiiTe TECT-NONMOCKY CPa3y XKe Mocne U3BneyeHns ee ua Tybyca ¢ TeCT-nonockamm.

o ECnn y TECT-NONMOCOK UCTEK CPOK FOAHOCTY, BAM CNEAYET UX BbIGPOCUT. MK NCNONb30BaHNN
TECT-N0I0COK C VCTEKLUIMM CPOKOM FOAHOCTY BO3MOXHO NONYYeHE HEBEPHbIX Pe3yNbTaTos. Cpok
rOZHOCTM HaneyaTaH Ha ynakoBKe TECT-N0NOCOK 1 ATUKETKe TyGyca C TeCT-NoN0CKaMu PALOM ¢
© . TPy NPaBULHOM XPaHEH!N 11 NPUMEHEHWI TECT-MONOCKY MOXKHO UCTOMb30BATb A0
0TrneyaTaHHoM AaTbl OKOHYaHNS CPOKA FOAHOCTY. ITO YTBEPXK/EHNE CNPaBEAINBO As
TECT-NO0JI0COK M3 HOBOTO HEBCKPLITOrO TyGyca C TECT-MON0CKaMy 11 TECT-N0NOCOK U3 TyGyca ¢
TECT-N010CKAMM, KOTOPbI YXKe BCKPbIT.

BbinonHexne U3MepeHsl YPOBHS FMH0K03bl KPOBM

CM. pyKOBOACTBO M0JIb30BATENS /11 MHCTPYKLMK O NONY4eHInn 06pasLia KPoBY 1 BbIMONHEHNN
W3MEPEHNA YPOBHA rHOKO3bl KPOBU.

WHTepnpeTauus pe3ynbTaToB MU3aMepeHus

HopmanbHbIil YpoBEHb rioK03bl KPOBYM HATOLLAK Y B3POCTbIX, HE GOMbHbIX CaxapHbIM AnabeTom,
coctasnsieT MeHee 5,6 mmonb/n (100 mr/an). Kputeprem Ans auarHocTuku avaberta y B3poChbix
CNYXXUT YPOBEHb F0KO3bI KPOBY HaToLaK He MeHee 7,0 MMonb/n (126 Mr/a), NoATBEPKAEHHIN B
IBYyX TecTax.">® CYnTaeTcs, YT0 NP YPOBHE rNIOKO3bI HATOLLAK Y B3POC/bIX B MANasoHe

ot 5,6 80 6,9 Mmonb/n (o1 100 40 125 Mr/AN) UMEEeTCs HapyLUEHUe rINKEMUN HATOLLAK
(npenwa6eT).' CyLiecTBYyIOT 1 Apyrine ANArHOCTUYECKUE KpuTepun avateTa. MpOKOHCYNbTUPYITECH
C NeyaLLyM Bpayom, 4Tobbl ONPesenuTb HANYME UKW OTCYTCTBME Y Bac AnabeTa. [is nauneHTos ¢
caxapHbIM Avia6eTom: MPOKOHCYNbTUPYIATECH C NeyalmM BpayoM ANs OnpezeneHus Ballero

Procena kvaliteta rada od strane korisnika: Studija u kojoj su analizirane vrednosti glukoze u

uzorcima kapilarne krvi uzetih iz jagodica prsta kod 101 laika, dala je sledece rezultate:

¢ Kod koncentracija glukoze manjim od 5,55 mmol/L (manjim od 100 mg/dL) 100 % rezultata
merenja glukoze u krvi su bili u opsegu +0,83 mmol/L (u opsegu =15 mg/dL) rezultata merenja
glukoze u krvi dobijenih primenom laboratorijskog postupka.

Kod koncentracija glukoze jednakim ili vecim od 5,55 mmol/L (jednakim ili vecim od 100 mg/dL),
96,7 % rezultata merenja glukoze u krvi su bili u opsegu =15 % rezultata merenja glukoze u krvi
dobijenih primenom laboratorijskog postupka.

Princip merenja: Enzim na test traci, FAD-zavisna glukoza dehidrogenaza (GDH) iskazan u

A. oryzae, pretvara glukozu u uzorku krvi u glukonolakton. Ova reakcija stvara bezopasnu

jednosmernu struju koju aparat pretvara u rezultat merenja glukoze u krvi. Uzorak i uslovi okoline se

procenjuju kori$¢enjem naizmeni¢nog i jednosmernog signala.

Ove test trake daju rezultate koji odgovaraju koncentraciji glukoze u plazmi prema preporukama

Medunarodne federacije za klinicku hemiju i laboratorijsku medicinu (International Federation of

Clinical Chemistry and Laboratory Medicine, IFCC).* Zbog toga aparat prikazuje koncentraciju

glukoze u krvi koja se odnosi na plazmu iako se uvek nanosi puna krv na test traku.

Sastav reagensac

Medijator 6,6 %
FAD-GDH enzim 21,3%
Pufer 22,6 %
Stabilizator 2,3%
Pomocni sastojci 472 %

aMinimalna vrednost u trenutku proizvodnje

Napomena: Objasnjenja koris¢enih simbola i spisak literature potraZite na kraju uputstva.
Oprema za kontrolu i linearno merenje (ukoliko je dostupna)
Accu-Chek Instant kontrolni rastvori — pojedinosti potrazite u uputstvu u pakovanju kontrolnog rastvora.
Accu-Chek Instant komplet za ispitivanje linearnosti — pojedinosti potrazite u uputstvu u pakovanju
kompleta za ispitivanje linearnosti.

Za dodatne informacije posetite nasu veb stranicu www.accu-chek.com ili se obratite svom
korisni¢kom i servisnom centru. Adrese moZete pronaci na kraju ovog uputstva.

DATUM ZAKLJUGIVANJA INFORMACIJA: 2019-04

B03M0XHO MCNONb30BATh ANs NPOBEJEHNS CAMOKOHTPONS

Ha3Hayexue

Tect-nonocku Accu-Chek Instant (Akky-Yek IHCTaHT) B coueTaHun ¢ rniokomeTpamm Akky-Yek
WHeTanT n Accu-Chek Instant S (Akky-Yek WHcTaHT C) npeaHasHayeHb! ins KONMYECTBEHHOTO
OMPEAENIEHNs YPOBHS FNIOKO3bl B CBEXKEN KanuinsApHON LIENbHOA KPOBY U3 NanbLia, NajoHy,
npeanneybs UK nneya B KA4ecTBe JONONHUTENHOrO CPEACTBA MOHUTOPUHIA 3(D(heKTUBHOCTY
TNNKEMIYECKOr0 KOHTPONS.

TecT-nonockn Akky-Yek MIHCTaHT B coueTanmm ¢ rarokomeTpami AKKy-4Yek VHCTaHT u AKKy-Yek
WHcTaHT C npeaHasHayeHbl Ans AMarHOCTKW UH BUTPO B paMKax CaMOKOHTPONS naLyeHTamm,
CTPAZAOLLMMU AUaBETOM.

TecT-nonocku Akky-Yek NHCTaHT B coyeTannn ¢ rntokomeTpamm Akky-Yek VHCTaHT u Akky-Yek
WHcTaHT C npeaHasHayeHbl Ast AMarHOCTUKN UH BUTPO Bpayamm B NEYEOHbIX YUPEXKAEHNSX.
ccnenoBatb BEHO3HYH0, apTepuaibHyI0 1 HEOHATAIbHYI0 KPOBb MOXKET TOMbKO NeYalLuii Bpay.
97a cucTema He NpefHa3HayeHa Ans AMarHoCTUKY caxapHoro auabeTa v Ans aHanuaa 06pasLios
HEOHATaNIbHOM MYNOBMHHON KPOBMU.

BHumaHuio nonb3oBarenen

Mpepynpexaenne: COREPXUT MeNKUe AeTanu, CnocoGHble BbI3BaTb MPUCTYM yAyLLbs NPW
npornatbiBaHi. XpaHuTb B MECTE, HEAOCTYMHOM ANsl AeTeil MnaLue 3 neT.
CoaepXxumoe ynakoBKu

YNaKoBKa COEPXMT TECT-NONOCKN M MHCTPYKLMA-BKAAbILLM.

YTunuaaums ¢ 6bITOBbIMY OTXOAAMI IONYCKAETCS NS N06bIX KOMMOHEHTOB, HAXOASALLMXCS B
YNaKoBKe. YTUAN3NPYIATe UCTONb30BaHHbIE TECT-MOJIOCKI COrNACcHO TPEGOBaHNAM AEACTBYIOLLEr0
3aKOHOAATENbCTBA. ECAM y BAC BO3HWKAN BOMPOCHI, 06paTuTECh B MH(OPMALMOHHDI LEHTP.
KapToHHas ynakoBKa COLEPXUT TY6yC C TECT-MONOCKAMM U MHCTPYKLMM-BKNAAbILLK. Ha ynakoBKky
HaHeceHa MapKupoBKa B BiAE 11-3HAYHOr0 KaTanoxHoro Homepa. KatanoxHble HoMepa Hike
COOTBETCTBYHOT YKa3aHHOMY KOSIMYECTBY TECT-NOAOCOK:

©(07819382XXX* — 50 TecT-nonocok Akky-Yek MHcTaHT

*XXX 0603Ha4aeT TPEX3HaYHbIN A3bIKOBOI KOA, MEHSIOLLMIACS B 3aBUCUMOCTH OT A3blka
MapK1pOBKY.

fIbHOrO AManasoHa KOHLIEHTPaLWiA FI0KO3bl KPOBIA. BbINONHAIATE KOPPEKLMIO HU3KOTO
WIN BbICOKOrO YPOBH! FM0KO3bI KPOBM, PYKOBOACTBYSICH PEKOMEHAALMAMI NIEYaLLEro Bpaya.
HeoGbl4Hble pe3ynbTaTbhl NU3MEPEHUS

Ecnn Ha avcnnee rnokomeTpa oToGpaxaetcs LO, BEpOsITHO YPOBEHD IMHOKO3bl KPOBI HIKE
0,6 mmonb/n (10 mr/gn).

Ecnn Ha akpaHe rntokomeTpa oTo6paxaetcs HI, BEpOSTHO ypoBEHb FNIOKO3bI KPOBY BblLLe
33,3 mmonb/n (600 mr/an).

[ins nony4eHust noApo6HON MHGOPMALWMK 0 COOBLLEHNSX 06 OLIMOKAX CM. PYKOBOACTBO

600/600 (100 %)
Ponovljivost:
[mg/dL] 41,9 84,7 137,9 216,3 353,2
Srednja vrednost
[mmol/L] 2,3 47 7,6 12,0 19,6
Standardna [mg/dL] 1,5 2,1 31 53 8,4
devijacija (mmol/L] 0.1 0.1 02 03 05
Koeficijent varijacije [%] —_ —_ 2,2 2,5 2,4
Srednja preciznost:
[mg/dL] 46,1 118,4 299,9
Srednja vrednost
[mmol/L] 2,6 6,6 16,6
[mg/dL] 1,7 34 6,0
Standardna devijacija
[mmol/L] 0,1 0,2 0,3
Koeficijent varijacije [%] — 29 2,0 MObSOBATENA.

Ecnu pe3ynbTaT u3mMepeHunsi YpoBHsI FIOKO3bl KPOBU He COOTBETCTBYET Ballemy

CaMO4yBCTBUIO, BbINONHUTE CNeAyioLme AeiCTBuS:

© [10BTOPUTE N3MEPEHNE TITIOKO3bI KPOBY C HOBOIA TECT-NOMOCKOIA.

 BbinonHIUTE KOHTPONbHOE M3MEPEHNE Kak ONUCaHO B PYKOBOACTBE MOMb30BATENS.

o JIpyrie NpuymHbl YKasaHbl B PYKOBOACTBE NONb30BATENS.

 Ecnv Balwa cuMnToOMaTika He COOTBETCTBYET Pe3yNbTaTam U3MepeHIst YPOBHS FIOKO3bl KPOBH,
006paTuTECh K Nevallemy spady.

HuKorza He MrHOpUpYITE CUMMTOMOB W HE BHOCUTE CYLLECTBEHHbIX U3MEHEHUY B BaLLly MPOrpaMmy
AN ypaBeHuns Auabetom 663 NpeablAYLLMX KOHCYbTALMI C BALUVM JeyaluyM BpayoM.

Jvana3oHbl KOHTPOJIbHbIX YEHMIA A1 KOHTPOJIbHbIX PacTBOPOB
AkKy-Yek UHcTaHT
Control 1 (Kontponb 1): 1,7-3,3 Mmons/n (30-60 mr/an)

Control 2 (KoHTponb 2): 14,0-19,0 mmonb/n (252—342 mr/an)
BHumaHuio nevaiyero Bpaya

I'Iony-leHMe U NOAroTOBKa oﬁpasua Jieyawum Bpavyom

 [pn ncnonb3oBaHMK rtokoMeTpoB AKKy-Yek MHcTaHT 1 AKky-Yek HcTaHT C Beerpa
npuaepXnBainTech 06LLENPUHATLIX NPaBKN N0 06PALLEHINIO C NPeAMETaMu, KOTOPbIE MOTYT BbiTb
3arpsi3HeHbl G1UONIOrNYECKIM MaTepranom Yenoseka. MpuaepxuBainTecs NPasu rurneHbl U Mep
NPEeAOCTOPOXHOCTY, YCTAHOBJEHHBIX B BaLLEl 1aGOPaTOPUN UM YUPEXAEHNN.

© [Ins M3MepeHuns YPOBHS IMIOKO3bl KPOBYM TPeByeTCs Kanns Kposu. MOXHO UCnonb3osaTh
KanuanspHyto KpoBb. BeHO3HYI0, apTepuanbHyto UM HEOHATASbHYIO KPOBb UCMOMb30BaTb MOXHO,
HO €€ 3a60p JOMKEH BbINONHSATH NieyaLLyii Bpay.

o lepes, B3ATMEM 1 HAHECEHWEM 06pasLia KPOBY Ha TECT-MONOCKY He 3a6Y/AbTe 0YNCTUTL CUCTEMY
BHYTPUApTEPNANbHOrO BBEAEHMS.

 CicTeMa ucnbITbIBANACh C HEOHATaNbHON KPOBbH0. COrnacHo npasunam Hagnexatien
KNWHNYECKOW NPaKTUKK, OCTOPOXHOCTb PEKOMEHAYETCS NPY MHTEPNpeTaLum nokasareneit
YPOBHS T1OKO3bl HEOHATANbHOW KPOBM HUXeE 2,8 MMonb/n (50 Mr/an). Co6niofainTe npuHsThHIe B
BalLEM YYPEXAEHNA PEKOMEHAALMN N0 aMBYNaTOPHOMY IEYEHNI0 HOBOPOXKAEHHBIX C
KPUTUYECKVMU NOKA3aTENAMU YPOBHS MNIOKO3bI KPOBM.

o [inst cBeAeHNs K MUHUMYMY at(eKTa rnKonnsa U3MepeHne KOHLEHTPaLK rOKO3bl B BEHO3HOM
VNN apTepuanbHOiA KPOBI IOJDKHO MPOBOAUTLCS He no3paHee 30 MUHYT noche 3a6opa KpoBu.

 He ponyckaiite 06pa3oBaHys BO3AYLUHbIX My3bIpbKOB B MUNETKaX.

o JlonyckaeTcs npuMeHeHne 06pasLioB KanuinapHoM, BEHO3HOI 1 apTepuasbHO KpoBi ¢
COZIepXaHNEM CTeJyIoLLMX aHTUKOAryNIHTOB UM KOHCepBaHTOB: ILTA, nuTus unu HaTpus
renapuHar. AHTUKOArynsHTbI, CoAepXalLme noaoaLeTar uin GTopua, He PEKOMEHAYIOTCA.

o [lepes, 3MepeHreM OXnaxaeHHbIe 06pasLibl HE0GXOANMO MeANEHHO JOBECTU [0 KOMHATHON
Temneparypbl.

ononuutensHas uHdopmaLus AN nevawiero spaya

Ec/v pesynbTar u3MepeHusi YpOBHs! rI0K03bl KPOBM HE COOTBETCTBYET KIMHUYECKOI
CUMMTOMATMKE MALMEHTA WIIA KAXKETCS CIIALIKOM 3aBbILLIEHHbIM W 3aHIKEHHBIM, BbIMOHUTE
KOHTPO/bHOE M3MePeHUe. ECNn KOHTPOMbHOE M3MepeHUe MOATBEPKAAET, YTO CUCTEMA UCTPaBHa,
NOBTOPUTE M3MEPEHNE YPOBHS FIIOKO3bI KPOBI. EC/IN Pe3yNibTaT NOBTOPHOrO U3MEPEHMS YPOBHS
T7I10KO3bI KPOBY NO-NPEXHEMY KAKETCS HEOGbIYHBIM, CNEAYITE PEKOMEHAALMAM YYPEXAEHNS.

YTUAM3MPYIiTE COAEPXKMOE YNIAKOBKM COMIACHO NpaBuiaM y4pexaeHus. 3yuute MecTHble
MOCTAHOBNEHWS, NOCKOJIbKY B PA3NINYHbIX CTPAHAX OHW MOTYT OTAMYATHCS.

OrpaHnyexus

©YpoBeHb MNuAoB (Tpuranuepnaos) >20,3 mmonb/n (>1800 Mr/g) MOXET NPUBOAUTL K
33BbILLEHNI0 PE3YNbTATOB U3MEPEHNS YPOBHS IIOKO3bl KPOBU.

©He ncnonb3oBatb CUCTEMY BO BPeMs TecTa abeopoLmi KCUosbl.

© He nCcnonb3oBaTb CUCTEMY €CNM Bbl NONYYAETE BHYTPUBEHHOE BBEAEHNE aCKOPOMHOBOIA KICOTbI.

o [Ip1 HE[OCTATOYHOCTY NEPUHEPUYECKOrO KPOBOOGPALLEHNS COOP KAMMANAPHON KPOBM U3
YTBEPXKAEHHbIX [ 3TOr0 Y4aCTKOB HE PEKOMEHAYETCS, NOCKOSbKY Pe3yNbTaTbl MOryT He
0TpaXaTb UCTUHHbINA (HU3MONOrNYECKIA YPOBEHD IIOKO3bI KPOBU. ITH peKOMeHAaLMM
MPUMEHUMbI K CNIEAYIOLMM COCTOSHUSM: BbipaXXeHHOe 06e3B0XXVBaHIE B pe3ynibTate
[IMabeTYeCcKOro KeToaumua03a uin runepriankeMun/runepocmMonsipHoro CocTosHNs 6e3
KeToauvao3a, rnoTeH3uns, LOK, AeKOMNEHCUPOBaHHas CepAeyHas HefloCTaTouHOCTb 4-ro Knacca
no NYHA unm 0KKnio3voHHOE NopaxkeHue nepudepuyecknx cocyaos.

© [eMaToKpUT JOMKEH HAX0aUTLCS B AvanasoHe oT 10 4o 65 %. Ecnu Bbl He 3HaeTe CBOI
remMaToKpuT, MPOKOHCYNbTUPYATECH N0 3TOMY NOBOAY Y Nleyalliero Bpaya.

o [lcnibiTaHns CUCTEMbI MPOBOAVANCH HA BbICOTE HaJ, YPOBHE Mopsi 0 3094 MeTpoB.

Paboume xapaKTepucTMKU

Cuctema Akky-Yek VIHCTaHT cooTBeTCTBYET TpeGoBaHuaM cTaHaapta IS0 15197:2013 (Cuctembl

L1 AMArHOCTUKK in vitro — Tpe6oBaHMA K CUCTEMAM KOHTPOMIS YPOBHS TIIOKO3bl KPOBMU,

NpeAHa3Ha4eHHbIM A1 CAMOKOHTPONIS NPW KOMMEHCALMM CaxapHOro avabeTa).

KannGpoBka 1 npocneXuBaemocTb: B kauecTBe kann6poBOYHOro CPeACTBA Npu KanubpoBke

CUCTEMBI (FTIIOKOMETP W TECT-MONOCKM) UCMONb3YETCS BEHO3HASH KPOBb C PA3NNyHbIMM

KOHLIEHTPALMAMMN FNHOKO3bI. PethepeHTHbIe 3Ha4eHN ONPEAENAITCA reKCOKMHA3HBIM METOA0M,

KOTOpbIiA Kanubpupyetcs metogom ID-GCMS. MeTog, ID-GCMS sBnsieTcst METOAOM HauBbICLLETO

METPONIOrMYECKOro Ka4ecTBa (NopsiAKa) 1 COOTBETCTBYET NEPBUYHBIM TPEOOBAHNAM CTaHAapTa

ACCU-CHEK’

Instant

ACCU-CHEK*®

Instant

07946023050-0419



NIST (traceable (npocnexxmBaemocTb)). 3Ta LienoyKa no3BoNseT NOATBEPANTb COOTBETCTBIE
Tpe6osaHuam ctaHaapta NIST pesynbTaToB U3MEpPeHns C KOHTPOMbHbBIMI pacTBoOpamm,
NPOBEAEHHBIX C NOMOLLbIO TECT-MOOCOK.

HwvXHSAS rpaHuLa noKa3aHuin (MMHMManbHOe 3Ha4YeHue, BbIBOAUMOE Ha 3kpaH): 0,6 mmonb/n
(10 mr/gn) ans TecT-nNonocKN

WsmepuTenbHbiil gruanasol cuctembl: 0,6-33,3 mmons/n (10-600 mr/an)

06bem o6pasua: 0,6 Mkn

Bpems nsmepenus: <4 cekyHj

ToYHOCTb CUCTEMbI:

JlaHHbIE 0 TOYHOCTY CUCTEMBI MPYU KOHLIEHTPALWMN FNIOKO3bI HIDKE 5,55 MMonb/n (Hke 100 mr/an)

B npepgenax =0,28 mmonb/n
(8 npepenax +5 mr/an)

153/162 (94,4 %)

B npegenax +0,56 Mmonb/n
(B npepenax =10 mr/an)

162/162 (100 %)

B npegenax +0,83 mmonb/n
(8 npepenax 15 mr/pgn)

162/162 (100 %)

JlaHHble 0 TOYHOCTYW CMCTEMBI MPY KOHLIEHTPALWK TTIHOKO3bI PABHON AW BbiLLe 5,55 MMOnb/N
(paBHoit unw Bbiwe 100 Mr/an)

B npepenax =5 %

341/438 (77,9 %)

B npepenax =10 %

435/438 (99,3 %)

B npepenax =15 %
438/438 (100 %)

[laHHbIe 0 TOYHOCT CMCTEMbI NPY KOHLEHTPALMK FHOKO3bI 0T 2,2 MMONb/N (39 Mr/an) Ao
26,7 mmonb/n (482 mr/an)

B npepenax =0,83 mmonb/n unu B npepenax =15 %
(B npepenax =15 mr/pn unu B npepenax =15 %)

MpaBuna npefocTaBNeHUs peKnamawmin (npeTeH3nii)

MopsoK NpeLbsBNEHUs PeknamaLi 1 0TBETOB HA HIX PEryNIMPYeTCs rpaxAaHCKuM npasom. Mo
BCEM BOMPOCAM, CBA3aHHbIM C 00CNY)XNBAHNEM U3[Eeus, HEOOXOANMO 06PaTUTLCS K
YnonHOMOYEHHOMY NPeACTaBUTENI0 NPOU3BOAUTENS B PO (yNONHOMOYEHHAs OpraHu3aums)* ™.
MHdhopmaumio 0 He6NaronpUATHBIX COOBITUSAX (MHLMAEHTAX), CBA3AHHBIX C NPUMEHEHNEM
MEANLIMHCKOrO M3AEeNNs, He06X0AMMO HanpaBNsTb NPOU3BOAUTENIO W/UNN YNONHOMOYEHHOMY
NPeACTaBUTENI0 NPOU3BOAUTENS B PO (YNONHOMOYEHHOI OpraHu3aumm)**,

YNonHoMO4eHHbI NpeAcTaBuTeNb NPou3BoauTens B Poccuinckom
depaepauumu (ynonHOMOYEHHAsa OpraHu3aums)**, umnoprep

[lnst nonyyerns LONONHUTENbHOIA MHGhOPMALMM NOCETUTE Halw BeG-CaitT www.accu-chek.com uim
06patuTech B VIHOPMALMOHHBIA LEHTP.

Poceua

YnonHomoueHHbI NpeacTasuTeNb Npou3BoauTens B Poccuiickoit Geaepauny (ynonHoMouYeHHas
OpraHu3aums)**, umnoprep:

000 «Pow ina6etec Kea Pyc»

HOpuanyeckmit agpec: 107031, Poccus, Mocksa, Tpy6Has nnowagb, 4. 2, nomelLeHue |, komHara 42 b
Moutoblit appec: 115114, Poccus, Mocksa, JleTHUKOBCKas ynuua, 4. 2, ¢Tp. 3

Ten.: 8 (495) 229-69-95

WHhOpMALWOHHBII LEHTP:

8-800-200-88-99 (6ecrinatHo Ans BCEX peruoHos Poccun)

Anpec an. noutbl: info@accu-chek.ru

Be6-caiiT: www.accu-chek.ru

**YNONHOMOYEHHbII NPeACTaBUTENb NPOU3BOANTENS B Poccuiickoit Deaepauuy (YnoaHOMOYEHHas
OpraHu3aLs) — 370 OPraHM3auvs, yNoNHOMOYeHHas MPOU3BOANTENEM (M3rOTOBUTENEM) MPON3BOANTL
PEMOHT, TEXHUYECKOE 0GCNYXXIUBAHME W NPUHIMATb PeKnamaLm (MpeTeHann) OT nokynareneil Ha
Tepputopum Poccuiickon Gefepaumu.

OueHka TOYHOCTM nonb3oBaTenem: iccnenosaie 0THOCUTENBHO YPOBHS IMIOKO3bI B 06pasLie,
MONYYEHHOM W3 KanuIsPHOI KPOBY, B3ATOM U3 KOHYMKA NasbLia, NpoBeAeHHoro cpeav 101
06bI4HbIX IAEHA, NOKA3AN0 CefytoLLne pesynbTaTbl:

o [Ip1 KOHLIEHTPaLMK TIOKO3bI HKe 5,55 MMonb/n (Huke 100 mr/an) 100 % pesynbTatos
13Mepenuii Haxoaunock B npeaenax =0,83 Mmons/n (B npeaenax +15 Mr/an) pesynbtatos
M3MEPEHWIA, NONYYEHHbIX Ta60PATOPHBIM METOAOM.

© [1p1 KOHLLEHTPALMI FIH0KO3bI PABHON MAM BbILLE 5,55 MMONb/N (paBHOR uw Bbiwe 100 Mr/an)
96,7 % pe3ynbTaToB M3MEPEHNIA Haxoaunoch B Npesenax +15 % pesynbTartoB U3MepeHuit,
NOYYeHHbIX Na6OPaTOPHLIM METOAOM.

MpuHumn namepenuns: Cogepxalyuiics B TecT-nonocke epment, FAD-3aBucumas

rnoko3oaeruaporeHasa (GDH) BblpaxeHHas B A. oryzae, npeBpalLaeT riioko3y 06pasLioB KpoBiu B

TNIOKOHONAKTOH. Pe3ynbTaToM 370l peakLum sBnsieTcst 6e3BPEAHbIA ANEKTPUYECKMIA CUTHan

NOCTOSHHOIO TOKA B FIOKOMETPE, MCTIONb3YEMblil 1St BbIYMCTIEHNS KOHLIEHTPALWM TIIOKO3bl KPOBU.

XapakTepucTikv 06pasua 1 cpefibl U3MepeHIst KOHTPONMPYIOTCS NPY NOMOLLY CUTHANOB
NOCTOSHHOIO 11 NEPEMEHHOr0 ToKa. MoNy4aeMblii C NOMOLLbBHO 3TUX TECT-NOMOCOK pe3ynbTar
COOTBETCTBYET KOHLIEHTPALWW FMIHOKO3bI KPOBM B Nia3Me COrNacHo pekoMeHaauusm
MeXzayHapozaHow thesepaLy KIMHNYECKON XMMUN 1 Tla6opaTopHon MeanumHbl (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC).* MNoaTomy rntokomeTp oTo6paxaet
KOHLIEHTpALWY TMIHOK03bl KPOBW, COOTBETCTBYIOLLYE NNIa3Me, XOTs HA TECT-NOI0CKM BCerfa
HAHOCUTCA LienbHast KpoBb.

CocTas peareHTac

Megauatop 6,6 %
FAD-GDH chepmeHT 21,3%
ByepHbIit pacTeop 22,6 %
Crabunusatop 2,3%
BeLuecTsa, He BCTYNaloLLve B peakLuio 47,2 %

aMuHuUmansHoe CO/iepXXaHne Ha MOMEHT U3roToBEHUs

Wndbopmauwms: Vicnonbayemble CMBObI U CIIUCOK IMTEPATYPbI CM. B KOHLE 3TON NHCTPYKLNKM-
BKnagbiwa.

HaGopbl pns BbINONHEHUS! KOHTPOJIbHOrO U3MEPEHMUS U TECTOB Ha
JINHEAHOCTD (ecnu JOCTYMHbI)

KoHTponbHble pacTBopbl AKKY-Yek IHCTaHT — CM. COOTBETCTBYIOLLYIO MHCTPYKLIMIO-BKIGAbILL.

Habop [nst BbINONHEHWs! TECTOB HA IMHEMHOCTb AKKY-YeK VIHCTaHT — CM. COOTBETCTBYHOLLYIO
VHCTPYKLMIO-BKNAZbILL.

[ins nonyyeHns JoNoNHUTENbHON MH(OPMALIMY NOCETUTE Hall Be6-cailT www.accu-chek.com
unu o6patutech B VIHOPMaLMOHHBIN LIEHTP. CM. KOHTAKTHbIE JaHHbIE B KOHLE 3TOM
VHCTPYKLMM-BKNaAbILIA.

Mapkwposka

MapKupoBKa noTpe6uTENbCKOI YNakoBKW COREPXIT CEAYIOLLYH0 MH(OpMALMIO:
© HaumeHoBaHwe naaenvs

 HaumeHoBaHwe, afpec NpouaBoauTeNs

o CTpaHa NponcxoxaeHus

© KaTasnoxHblii Homep

* Homep naptum

© CpoK rofHOCTL (MCMob30BaTh A0)

© Konu4ecTBo U3enuit B ynakoBke

*YcnoBus XpaHeHns (Temneparypa)

 YkasaHue Ha UCMoMb30BaHNE «ANs UH BUTPO ANArHOCTUKM»

 YkasaHue Ha BO3MOXHOCTb MCMOMb30BaHNS NS NPOBEAEHUS CAMOKOHTPONS!
© 3Hak CE-mapKu1poBKu

© TONbKO /151 OAHOKPATHOrO MPUMEHEHMS

© HaumeHoBaHwe 1 afipec YNoNHOMOYEHHOM OpraHM3auui, IMnopTepa

* Homep 1 JaTa perucTpaumoHHoro yAocToBepeHns

[apaHTuiiHble 0093aTeNbCTBa

Mpou3BOAMTENb HECET OTBETCTBEHHOCTb 33 PAGOTY M3AESMIA TONBKO B C/y4ae MX MPasuiibHOro
WCTIONb30BAHUS B COOTBETCTBUN C MHCTPYKLMEN, @ TAKXKE COG/IOAEHNS NPaBIAN XPaHEHUS 1
TPaHCNOPTMPOBKW. V13aenns ciesyeT MCnoNib3oBaTh A0 UCTEYEHUs CPOKA FOAHOCTM, YKa3aHHOro
Ha yNaKoBkKe.
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