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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.

o 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.

o 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).' The
normal glucose level for a non-diabetic adult 2 hours post-meal, e.g. simulated by 75 g Oral Glucose
Tolerance Test (OGTT), is less than 140 mg/dL (7.8 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 Hlis 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.

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

 Refer to the User’s Manual for other causes.

o If 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

*\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.

e 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.

o 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
e 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.
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e |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.

D ion limit (I 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 25 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 compositiona
Mediator 6.6 %
FAD-GDH enzyme 21.3%
Buffer 22.6 %
Stabiliser 23%
Non-reactive ingredients 47.2%

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 pomoc 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 pupCane 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 c¢uvati na temperaturama izmedu 4 i 30 °C. Ne zamrzavajte test trake.

 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).! Normalan nivo glukoze 2 sata nakon obroka kod odrasle osobe koja nije
obolela od dijabetesa, npr. simuliran testom tolerancije na oralno uzimanje glukoze (OGTT) od 75 g
je manji od 140 mg/dL (7,8 mmol/L).? 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."3*
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
osoblju 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 L0, 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 Vas program za upravljanje

diajabetesom bez konsultacije sa strucnim 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 stru¢nog medicinskog osoblja

o Prilikom koris¢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 va3e 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 o¢iS¢eni pre uzimanja uzorka krvi i njegovog nano$enja 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 slu¢aju 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.

o Prilikom koris¢enja pipeta ne sme biti mehurica vazduha.

 Uzorci kapilarne, venske i arterijske krvi, koji sadrze sledece antikoagulante ili prezervative su
prihvatljivi: EDTA, litijum 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 struéno medicinsko osoblje

Ako rezultat merenja glukoze u krvi ne odslikava klinicke simptome pacijenta, ili je neobicno 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 Kkoristite 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, posto rezultati nece biti stvarni odraz fizioloSkog nivoa glukoze u
krvi. Ovo se moze odnositi na sledece okolnosti: ozbiljna dehidratacija nastala kao rezultat
dijabetiéne 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 struénom 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 (najniza prikazana vrednost): 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 %)

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 3,1 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 [%] — 2,9 2,0

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.

e Kod koncentracija glukoze jednakim ili vecim od 5,55 mmol/L (jednakim ili ve¢im 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 23%
Pomocni sastojci 47,2 %

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.
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B03MOXHO MCMONb30BaTh A1 NPOBE/LEHNS CAMOKOHTpONS

HasHayenne

Tect-nonocku Accu-Chek Instant (Akky-Yek VIHCTaHT) B coueTaHu ¢ rniokomeTpammn Akky-Yek
WHcTaHT 1 Accu-Chek Instant S (Akky-Yek WHcTaHT C) npeaHasHayeHbl Ans KOMNYECTBEHHOMO
onpezeneHns YpoBHS FIOKO3bI B CBEXEN KanUNSPHOI LieNbHOIA KPOBM 13 NasibLia, NafioHu,
NPEANNeYb UKW Nneya B Ka4ecTse AOMONHUTENBHOMO CPEACTBA MOHUTOPUHIA 3(h(HEKTUBHOCTY
TMNKEMIYECKOr0 KOHTPONS.

TecT-nonocku AKKy-4ek NHCTaHT B coueTaHnn ¢ rnokomeTpamm AKky-Yek VHCTaHT 1 AKky-Yek
WHcTaHT C npeHasHayeHbl Anst AMArHOCTMKM UH BUTPO B paMKax CaMOKOHTPONS nauueHTamu,
CTPAZAOLLMMU AUABETOM.

TecT-nonocku AKKy-4ek NHCTaHT B coyeTaHnn ¢ rniokomeTpamm AKky-Yek VHCTaHT 1 AKky-Yek
WHeTaHT C npeaHasHayeHbl Ast AMarHOCTUKY H BUTPO Bpayamm B NEYEOHbIX YYPEXKAEHNSX.
VccnenoBatb BEHO3HYH0, apTepuanbHyI0 ¥ HEOHATaIbHYI0 KPOBb MOXKET TOMbKO NevalLuii Bpay.
9Ta cucTema He NpeHasHayeHa Ans AMarHoCTUKY caxapHoro auabeta v Ans aHanusa 06pasLios
HEeOoHaTaNbHON MyNOBMHHON KPOBMU.

BHumaHuio nonb3oBarenen

Mpepynpexpaenue: CoaepXxuT Mekue feTanu, Cnoco6HbIe BbI3BATb MPUCTYN yAYLIbS NP
npornaTbiBaHUK. Xpanvm: B MeCTe, He[JOCTYNHOM AJisi p,eTe|7| mnagwe 3 ner.

CopepXxXumoe ynakoBKu

YnakoBka COJIePXXUT TECT-MOJIOCKN U UHCTPYKUNN-BKNAbILWN.

YTI/IJ'II/ISaLlI/Iﬂ C GbITOBbIMI 0TX0amMun jonyckaetcs asis TIt06bIX KOMIMOHEHTOB, HAXOASALNXCA B
ynakoBke. YTVIJ'IVISVIpyVITe WCNoNb30BaHHbIE TECT-MOIOCKN COrNiacHo TpeﬁOBaHVIHM JleVICTByDOLIJ.eI'O
3aKoHogaTenbcTaa. Ecn y Bac BO3HWKAM BONpOChI, 06paTuTech B VIH(OPMALMOHHDIRA LEHTP.
KapToHHas ynakoBka coaepXuT Ty6yc C TECT-NONOCKAMI U MHCTPYKUMU-BKNAAbIWN. Ha ynakoBky
HaHeceHa MapKupoBKa B Buae 11-3Ha4YHOro KaTanoXHoro HOMepa. KatanoxHble HOMepa Hxe
COOTBETCTBYIOT YKa3aHHOMY KONN4ECTBY TECT-MOJIOCOK:

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

*XXX 0603Ha4aeT Tpex3HauHbIN S3bIKOBOM KO, MEHSIOLLMIACS B 3aBUCMMOCTY OT S3bIKa
MapK1pOBKY.

XpaHeHue, NpUMEHeHWe U TPAHCNOPTUPOBKA TECT-MNONOCOK

© TpaHCNoPTPOBATh TECT-NONOCKY B COOTBETCTBIW C NPABUIAMM XPaHEHS.

© XpaHuTe TecT-nosocku npu Temneparype ot 4 fo 30 °C. He 3amopaxuBaiiTe TECT-MOOCKMU.

o [lpuMeHsIfTe TECT-NONOCKM NpyY Temnepatype oT 4 1o 45 °C.

o [IpuMeHsTe TECT-NONOCKM Npy BiaxHocT 0T 10 10 90 %. He XpaHuTe TECT-MONOCKM B XapKoii
11 BNXHON cpefie (Hanpumep, B BAHHOI KOMHATE WK Ha KyXHe).

© XpaHuTe HEUCNoNb30BaHHbIE TECT-NONOCKIA B NOTHO 3aKPbITOM OPUTrMHANbHOM TY6YCE C
TECT-N0A0CKaMu.

*[1710THO 3aKpbIBaiiTe TY6YC C TECT-NONMOCKAMI CPa3y XKe NOCNe U3BNEYEHNS U3 HEro TecT-
NOJI0CKK, YTOGbI 3aLLMTUTb TECT-NONOCKM OT BAary.

o [lcnonbayiiTe TECT-NOMOCKY CPa3y XKe Nocne 3BNeYeHNs ee u3 Tybyca ¢ TeCT-NoNocKamm.

e Ecnn y TECT-NOMIOCOK MCTEK CPOK FOAHOCTY, BaM CeAYeT WX BbIGpocuTb. MK ncnonb3oBaHmm
TECT-N0I0COK C VCTEKLUIMM CPOKOM FOAHOCTY BO3MOXHO NONYYEHNE HEBEPHbIX Pe3yNbTaTos. Cpok
rOZHOCTM HaneyaTaH Ha ynakoBKe TECT-NONOCOK 1 ATUKETKe TyGyca C TeCT-NoN0CKaMmu PALOM ¢
S . NPy NPaBULHOM XPaHEH!N 11 NPUMEHEHNN TECT-MONOCKY MOXKHO UCMOMb30BATb A0
0TrNeYaTaHHOo AaTbl OKOHYAHWS CPOKA rOAHOCTY. 3TO YTBEPXKAEHINE CNPaBeNBO AN
TECT-NO0I0COK M3 HOBOTO HEBCKPLITOrO TyGyca C TECT-MON0CKaMM 11 TECT-NONOCOK U3 Tybyca ¢
TECT-N0I0CKAMM, KOTOPbIA YXKe BCKPbIT.

BbinonHeHne U3MepeHunsi YPOBHS FNH0K03bl KPOBY

CM. pyKOBOACTBO NOIb30BATENS /1S MHCTPYKLMK O NOSYYeHM 06pasLia KPoBY 1 BbINONHEHNN
W3MEPEHNA YPOBHSA rIHOKO3bl KPOBU.

WHTepnpetauus pesynbTaTtoB U3MepeHus

HopmarnbHblii ypoBeHb rN0KO3bl KPOBY He CTpajjatoLLero AnaGeToM B3pOC/oro YenoBeka He
npeBbILLAET HaTowak 5,6 mmonb/n (100 mr/an)." HopmanbHbIi YpOBEHD Ii0KO3bl KPOBY He
CTpaZaroLLero AnabeToM B3pOCIOro YenoBeka Yepes 2 yaca nocne eapl He NpeBbIaeT 7,8 MMonb/n
(140 mr/gn), 4TO MOXHO OMpeAenuTb, HanpUMep, NPK MOMOLLY NEPOPabHOO
rnoKo30TonepanTHoro Tecta (MITT), npeaycmaTpuBatoLLero npuem 75 r riioko3bl.? Kputepuem ans
ZMarHoCTVK AuabeTa y B3pOCIbIX CNYXXUT YPOBEHD IIOKO3bI KPOBY HATOLaK He MeHee 7,0
MMONb/N (126 Mr/pn), NOATBEPXKAEHHDIN B ABYX TecTax.">* COCTOsHWE B3POCTbIX C MOKasaTenem
YPOBHSA TIOKO3bl KPOBM HATOLLAK OT 5,6 A0 6,9 Mmonb/n (0T 100 fo 125 Mr/An) onpesenseTcs Kak
HapyLUeHe IMNKeMIUM HaToLaK (MpeaanabeTnyeckoe cocTosHue).! CyLecTByloT 1 apyrve
[ZvarHocTyeckue Kputepun anabeta. 06paTUTECH K Nevallemy Bpady, YTo6bl ONPeaenuTb Hanuume
VN OTCYTCTBUE Y Bac AnaGeTa. [ns NauMeHToB ¢ caxapHbiM ANabeToM: MPOKOHCYNbTUPYATECH C
NIeyaLLyM BPAYOM A5 ONpeAeNeHms BaLero MHAMBIAYaIbHOMO AvanasoHa KOHLEHTPALNIA TH0KO3bI
KpOBYA. BbINONHSATE KOPPEKLMIO HU3KOrO N BbICOKOrO YPOBHSI rNIOKO3bI KPOBY, PYKOBOACTBYACH
PeKoMeHAaLVMSMY NeyalLero Bpaya.

HeoObiuHble pe3ynbTaTbl U3MEPEHUs

Ecnn Ha amcnnee rniokomeTpa otoGpaxaeTcs LO, BEPOSITHO YPOBEHD IMHOKO3bl KPOBI HIKE
0,6 mmonb/n (10 mr/an).

Ecnu Ha akpaHe rntokomeTpa oto6paxaetcs HI, BeposiTHO ypOBEHb FNHOKO3bI KPOBU BbILLE
33,3 mmonb/n (600 mr/an).

[ins nonyyeHns noapoGHON MHAOPMALMK 0 Co0GLLEHIsX 06 OLUMBKAX CM. PyKOBOACTBO
nonb3oBaTens.

Ecnu pe3ynbTaT U3MepeHusi ypoBHS rN1H0K03bl KPOBYN HEe COOTBETCTBYET BalleMy

CamMO4yBCTBUIO, BbINONHUTE CNEAyioLme AedCTBuS:

*[NoBTOPUTE U3MEPEHHE TTIHOKO3bI KPOBY C HOBOI TECT-MONOCKOM.

 BbiNo/HITE KOHTPONIbHOE M3MEPEHME KaK ONMMCaHO B PYKOBOACTBE MOJb30BATENS.

o [lpyrvie NpuymMHbl yKasaHbl B PyKOBOACTBE NOJb30BATENS.

 EC/v Balla CUMNTOMATIIKA He COOTBETCTBYET Pe3yJibTatam U3MepeHIsi YPOBHS FIOKO3bl KPOBH,
06paTUTECh K Nevallemy Bpauy.

HuKoria He UrHopUPYWTE CUMMTOMOB 11 HE BHOCUTE CYLLECTBEHHbBIX U3MEHEHIU B BaLLly Nporpammy

ANS yripaBneHyst [MaGeTom 6e3 NpeablayLLIX KOHCYIbTALMIA C BALLVM NeYaLLyM BpayoM.

Jlnana3oHbl KOHTPONbHBIX A ANS KOHTPONbHbIX PacTBOPOB
Akky-Yek UH T

Control 1 (KoHTponb 1): 1,7-3,3 mmonb/n (30-60 mr/gn)
Control 2 (KoHTponb 2): 14,0-19,0 mmonb/n (252—342 mr/an)

BHumaHuio nevaiuero Bpaya

rlonyqeuue U NoAroToBka 06pa3ua Jieyawum Bpavyom

o [py CnoNb30BaHUN rNOKOMETPOB AKKY-Yek HcTaHT u Akky-Yek UHcTauT C Beerga
npUAEPXUBaTECH 0BLLENPUHATLIX NPaBUN N0 06PALLEHINIO C NPEAMETaMM, KOTOPbIE MOTYT GbiTb
3arpsi3HeHbl GONOrVYecKUM MaTepuanom Yenoseka. MpuaepuBanTech Npasun rurveHbl u Mep
NpefoCTOPOXHOCTY, YCTAHOBIIEHHBIX B BaLLel NaGOPaTopUM UK YUPeXAEHNN.

o [Ins M3MepeHNs YPOBHS FioK03bl KPOBM TpeBYeTCs Kanns Kposi. MoXHO 1CMoNb3oBaTh
KanunnsipHyto KpoBb. BEHO3HYH0, apTepuanbHyto U1 HEOHATANbHYIO KPOBb UCTMONb30BATb MOXHO,
HO ee 3a60p AOMMKEH BbINONHATL NEYalLMii Bpay.

o lepes, B3ATMEM 1 HaHECEHWEM 06pasLia KPOBY Ha TECT-MONOCKY He 3a6Y/bTe 0YUCTUTL CUCTEMY
BHYTPUApPTEPUAIbHOMO BBEAEHMS.

 CucTeMa UCTbITbIBANACH C HEOHATANbHON KPOBbHO. COrnacHo npasunam Hagnexatien
KIVHUYECKOIA NPAKTUKY, OCTOPOXHOCTb PEKOMEHYETCS NMpY MHTEPNpeTaLuy nokasarenei
YPOBHSI TMIOKO3bI HEOHATANbHON KPOBU HIDke 2,8 Mmonb/n (50 mr/an). CobntoaanTe NpUHATbIE B
BaLLEM YYPEXAEHNN PEKOMEHAALMN N0 aMGyNaTOPHOMY NEYEHINI0 HOBOPOXKAEHHBIX C
KPUTUYECKVMM NOKa3aTeNsMU YPOBHS FNHOKO3bI KPOBM.

o [Inq cBEAEHMS K MUHUMYMY 3htheKTa FMKONM3a n3MepeHue KOHLEHTPaLK TMH0KO3bl B BEHO3HOM
NN apTepuanbHoii KpoBM AOSKHO NPOBOAUTLCSA He Mo3aHee 30 MUHYT nocne 3a6opa KpoBM.

 He fonyckaitte 06pa3oBanmsi BO3AYLUHbIX My3bIPbKOB B MUMNETKAX.

o JlonyckaeTcsi npuMeHeHre 06pasLioB KanuinspHoW, BEHO3HOIA 1 apTepuasibHoi KPoBH ¢
COZiepXXaHNem CnegytoLLX aHTUKOArynsiHTOB N KOHCEPBaHTOB: SATA, IUTUS unm HaTpus
renapuHart. AHTUKOArynsiHTbI, COAepXaLLve MofoaleTar uin Topua, He PEKOMEHAYIOTCS.

o [epen 3mMepeHrem oxnaxaeHHble 06pasLibl HE06X0AMMO MELIEHHO 0BECTI 10 KOMHATHOI
Temneparypel.

LononHutenbHaa nHgopmayms gna nevawero Bpaya

Ecnn pesynbTar M3mepeHns YpoBHS FI0K03bl KPOBM HE COOTBETCTBYET KIMHUYECKON
CYMNTOMATMKE NaLVMEHTA UN KAKETCS CMULIKOM 3aBbILUEHHBIM UM 3aHIKEHHDIM, BbINONHUTE
KOHTPOIbHOE U3MepeHme. ECIN KOHTPOMbHOE U3MepeHIe NOATBEPXKAAET, YTO CUCTEMA MCTIPaBHa,
NOBTOPUTE M3MEPEHIE YPOBHS FIOKO3bI KPOBY. ECIIN pe3ynbTaT NOBTOPHOMO M3MEPEHNS YDOBHS
TTIHOKO3bI KPOBU MO-NPEXHEMY KKETCS HE0BbIYHBIM, CNeayiiTe PEKOMEHAALMAM YYPEXAEHNS.

YTUnU3npyiiTe COAEPXKMMOE YNaKkoBKM COrNacHo NpaBunam yupexxaeHus. 3yuute mectHble
1OCTAHOBIEHNS, NOCKONIbKY B PA3NIMYHBIX CTPAHAX OHW MOTYT OTANYATHCS.

OrpaHuyeHuns

©YpoBeHb NMMNUA0B (Tpurauuepuaos) >20,3 Mmonb/n (>1800 Mr/An) MOXeT NPUBOANTD K
3aBbILUEHNI0 PE3YNbTATOB M3MEPEHNS YPOBHS FIOKO3bI KPOBU.

© He 1cnonb30Bath CUCTEMY BO BpEMS TecTa abeopoLmMn KCUNosbl.

 He 1cnonb3oBaTh CUCTEMY €CIN Bbl NONY4aeTe BHYTPUBEHHOE BBE/EHNE aCKOPOUHOBOI KICTOTBI.

o [Py HE[OCTATOYHOCTY NepUThepryecKoro KPOBOOGPALLEHUS CO0p KanUNNSPHOI KPOBY 13
YTBEPXKAEHHbIX 1151 3TOr0 Y4aCTKOB HE PEKOMEHAYETCS, NOCKOMbKY Pe3ynbTaTbl MOTYT He
0TpaXatb UCTUHHbIN (HU3MONOrNYECKIA YPOBEHD TIHOKO3bI KPOBM. ITH PEKOMEHAALMM
NPUMEHUMbI K CEAYHOLLIM COCTOSIHMAM: Bbip)keHHOe 06e3B0XKMBAHIE B pe3ynbTaTe
AnabeTnyYeckoro KeToawma03a unm runepriankeMian/runepocMonsipHoro CoCTosHMS 6e3
KeToawnz03a, runoTeH3Is, LUK, AEKOMNEHCUPOBAHHAs CepAeyHasl HeA0CTaTOYHOCTb 4-r0 knacca
no NYHA unn 0KKn031OHHOE nopaxkeHne nepudiepuyecknx cocynos.

© [eMaTOKpUT JOMKEH HaxoauTbes B AvanasoHe ot 10 40 65 %. Ecnu Bbl He 3HaeTe CBOI
reMaToKpuT, NPOKOHCYNbTUPYIATEC N0 3TOMY NOBOAY Y Nlevallero Bpaya.

 |cnbITaHWs CUCTEMbI NPOBOAWINCH HA BbICOTE HAL, YPOBHE Mops 40 3094 METPOB.

Paboumne xapakTepucTukm

Cuctema Akky-Yek WHCTaHT cooTBeTCTBYET Tpe6oBaHNaM cTaHaapTa IS0 15197:2013 (Cuctembl
ANs AMarHoCTUKY in Vitro — Tpe6oBaHMS K cMCTEMAM KOHTPONS YPOBHS TMHOKO3bl KPOBM,
npeHa3HayeHHbIM s CAMOKOHTPONS NPY KOMMEHCALMN caxapHoro auatera).

KannGpoBka v npocnexvsaeMocTb: B kayecTe Kanv6poBOYHOT0 CPEACTBA MPU KaNGpPOBKe
CcuCTeMb! (FNIOKOMETP M TECT-MONOCKY) UCTIONb3YETCs BEHO3HAS KPOBb C Pa3ninyHbIMu

KOHLIEHTpaLVsIMU FN1I0KO3bl. PechepeHTHbIE 3HaYeHUs! ONPEAENsioTCs reKCOKUHA3HbIM METOLOM,
KOTOpbIit kKann6pupyetcs metogom ID-GCMS. MeTop, ID-GCMS siBnsieTcst METOAOM HauBbICLLErO
METPOIOrVYeCcKOro Ka4ecTsa (Mopsaka) ! COOTBETCTBYET NMepBUYHbIM TPEGOBAHNAM CTaHAapTa
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NIST (traceable (npocnexxvBaemocTb)). 3Ta LenoyKa No3BoNSET NOATBEPANTL COOTBETCTBIE
TpeGosanmam ctaHaapta NIST pesynbTaTtoB U3MEpPeHns C KOHTPOMbHbIMU PacTBOpamm,
NPOBEAEHHBIX C NOMOLLbIO TECT-MOOCOK.

HwxHas rpaHnula nokazaHuin (MMHUManbHoe 3Ha 3 Ha
(10 mr/gn) ans TecT-nNonocKN

W3mepuTenbHblit auanasoH cuctembl: 0,6-33,3 mmonb/n (10-600 mr/an)

06bem obpasua: 0,6 MKn

Bpems usmepenus: <4 cekyH

ToYHOCTb CUCTEMbI:

[JlaHHble 0 TOYHOCTM CMCTEMBI NPY KOHLIEHTPALWMK TIHOKO3bI HUXE 5,55 MMOnb/n (Hke 100 mr/an)

): 0,6 Mmonb/n

B npegenax +0,28 mmonb/n | B npepenax =0,56 mmons/n | B npegenax 0,83 Mmonb/n
(B npepenax =5 mr/an) (B npepenax =10 mr/pn) (B npepenax =15 mr/pn)

153/162 (94,4 %) 162/162 (100 %) 162/162 (100 %)

[JlaHHbIe 0 TOYHOCTYW CMCTEMBI MPY KOHLIEHTPALWMK TMIHOKO3bI PABHON AW BbiLLe 5,55 MMOnb/N
(paBHoit nnw Bbiwe 100 Mr/an)

B npeaenax =5 %

341/438 (77,9 %)

B npepenax =10 %
435/438 (99,3 %)

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

JlaHHbIE 0 TOYHOCTY CUCTEMBI MPU KOHLIEHTPALWMN FHOKO3bI 0T 2,2 MMOAb/N (39 Mr/AN) A0
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 npefocTaBAeHUs peKnamawmin (npeTeH3nii)

TMopsioK NpefbsBNEHUs peKnamauuii 1 0TBETOB HA HIX PEryNIMPYeTCs rpaAaHCKUM npasom. Mo
BCEM BOMPOCaM, CBA3aHHbIM C 0GCNY)KVBAHWEM U3LENNS, HEOGXOAUMO 06PaTUTLCS K
YNonHOMOYEHHOMY NPEACTaBUTENI0 NPOU3BOAUTENS B PO (YNONHOMOYEHHAs OpraHu3aLms)* ™.
MHdhopmaumio 0 He6NaronpUATHBIX COOBITUAX (MHLMAEHTAX), CBA3AHHBIX C MPUMEHEHNEM
MEANLIMHCKOrO U3AEeNNs, He06X0AMMO HanpaBNSTb NPOU3BOAUTENIO /MW YNONHOMOYEHHOMY
NPeACTaBUTENIO NPON3BOAUTENS B PO (YNONHOMOYEHHOI OpraHn3aLmnm)**,

YNonHomMo4eHHbI NpeAcTaBUTeNb NpousBoauTens B Poccuinckom
depaepauuu (ynonHOMOYEHHas opraHu3auma)**, umnoprep

[lnst nony4erns LONONHUTENbHOI MHGOPMALMM NOCETUTE Haww BeG-CaitT www.accu-chek.com uim
06patuTech B VIHOPMALMOHHBIN LLEHTP.

Poceuna

YnonHomMoueHHbI NpeacTasuTeNb NpoussoauTens B Poccuiickoit Geaepaunm (ynonHoMoyeHHas
OpraHu3aums)™*, umnoprep:

000 «Pow Jlna6etec Kea Pyc»

HOpuanyeckmit agpec: 107031, Poccus, Mocksa, Tpy6Has nnowagb, 4. 2, nomelleHue |, komHara 42 b
MoytoBblit appec: 115114, Poccus, Mocksa, JIeTHUKOBCKas yauua, 4. 2, cTp. 3

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

WHhOpMAaLVOHHBII LEHTP:

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

Aapec an. noytsl: info@accu-chek.ru

Be6-caiit: www.accu-chek.ru

**YNONHOMOYEHHbI NpeCcTaBUTENb NPOM3BOAMTENS B Poccuiickoil deepauyn (ynonHoMoYeHHas
OpraHu3aLs) — 370 OPraHM3auvs, ynoNHOMOYeHHas NPOU3BOAVTENEM (I3rOTOBUTENEM) MPON3BOANTL
DPEMOHT, TEXHUYECKOE 06CNYXXIUBAHME W NPUHIMATb PeKnamaLm (peTeHann) T nokynareneil Ha
Tepputopum Poccuiickon Gefepaumu.

OueHKa TOYHOCTY NoNb3oBaTeneM: ViccneoBaHne 0THOCUTENBHO YPOBHS FIoKO3bl B 06pasLe,
MONYYEHHOM U3 KanuISPHOIA KPOBY, B3ATOM 13 KOHYMKA NanbLia, NpoBeAeHHoro cpeav 101
06bIYHbIX NIOAEI, NOKA3AN0 CefyloLLne pesynbTaTbl:

o [Ipi KOHLIEHTPaLMK FI0KO3bI HKe 5,55 Mmonb/n (Huwke 100 mr/an) 100 % pesynbTatos
M3MepeHuii Haxoaunoch B npeaenax +0,83 Mmonb/n (B npesenax +15 mMr/4n) pesynbTaToB
M3MEPEHWIA, NONYYEHHbIX Ta6OPATOPHBIM METOAOM.

o [1p1 KOHLLEHTPALMI FIHOKO3bI PABHON MAK BbILe 5,55 MMONbL/N (paBHoi unw Bbiwe 100 Mr/an)
96,7 % pe3ynbTaToB M3MEPEHUIA Haxoamnoch B Npefenax +15 % pesynbTartoB U3MepeHuit,
MONYyYeHHbIX 1A6OPATOPHBIM METOAOM.

NpuHumMn n3mepenus: Coaepxaluniicss B TecT-nonocke depmeHT, FAD-3aBucumas

rnoko3ogeruaporeHasa (GDH) BblpaxeHHas B A. oryzae, npeBpaLLaeT riioko3y 06pasLioB KpoBiu B

TNIOKOHONAKTOH. Pe3ynbTaToM 3TOM peakuum sBisieTcst 6e3BPEAHbIA 3NEKTPUYECKMIA CUTHaN

NOCTOSIHHOIO TOKA B FNIOKOMETPE, UCMOMb3YEMblil 1St BbINCEHWSI KOHLEHTPALMIN FHOKO3bI KPOBM.

XapakTepucTukyv 06pasua v cpefibl U3MepeHIst KOHTPOMMPYIOTCS MPY MOMOLLY CUTHANOB
NOCTOSHHOIO 11 NEPEMEHHOr0 ToKa. Monyyaemblii C NOMOLLbBHO 3TUX TECT-NONOCOK pe3ynbTar
COOTBETCTBYET KOHLIEHTPALWM FIHOKO3bI KPOBM B NNa3Me COrNacHo peKoMeHaaumusm
MexxayHapoaHoii thefiepaLin KIMHUYECKOA XMMum 1 nabopaTopHoit MeauumHbI (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC).° MoaTomy rntokomeTp oTo6paxaet
KOHLIEHTpALWM TMH0K03bl KPOBK, COOTBETCTBYIOLLYE NNIa3Me, XOTs HA TECT-NO0CKM BCerfa
HAHOCUTCA LienbHas KpoBb.

CocraB peareHTac

Megwatop 6,6 %
FAD-GDH chepmeHT 21,3%
BychepHbiii pacTeop 22,6 %
Crabunusatop 2,3%
BeluecTsa, He BCTYNaioLLue B peakLmio 47,2 %

aMyHUMAanbHOE COAepXKaHne Ha MOMEHT U3rOTOB/EHNS

WHdpopmaums: Vicnosibayemble CUMBOSTbI U CIMCOK JIUTEPATYPbI CM. B KOHLE 3TOW MHCTPYKLMM-
BK/Iagblla.

HaGopb! Ans BbINOIHEHNS KOHTPONILHOrO M3MEPEHUS U TECTOB Ha

JINHEAHOCTb (ecnu JOCTYMHbI)
KoHTponbHble pacTBopbl AKKY-Yek IHCTaHT — CM. COOTBETCTBYIOLLYO MHCTPYKLIMIO-BKIAbILL.

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

[ins nonyyeHns JononHUTENbHON MHAOPMALIMY NOCETUTE Hall Be6-cailT www.accu-chek.com
unu o6patutech B VIHOPMaLMOHHBIN LEHTP. CM. KOHTAKTHbIE JaHHbIE B KOHLIE 3TON
MHCTPYKLMM-BKNaAbILIA.

MapkupoBka

MapKupoBka noTpe6uTeNbCKOI YNakoBKW COREPXIT CEAYIOLLYIO H(OpMALMIO:
* HaumeHoBaHwe naaenvs

 HaumeHoBaHwe, afpec Npou3BoauTeNs

 CTpaHa NpouCcXoXAeHUs

© KaTanoxHblii Homep

* Homep naptum

© CpoK roHOCTH (MCMoNb3oBaTh J0)

© KonnyecTso M3aenuit B ynakoBke

*YcnoBust XpaHeHus (temneparypa)

 YKkasaHue Ha UCMo/b30BaHNE «/ANs UH BUTPO ANArHOCTUKM»

 YkasaHue Ha BO3MOXHOCTb MCMONb30BaHNS NS NPOBEAEHUS CAMOKOHTPONS
© 3Hak CE-MapKupoBku

© TONbKO /1St OAHOKPATHOTO MPUMEHEHMS

* HaumeHoBaHve 1 afpec YNoNHOMOYEHHOM OpraHu3aunyi, MnopTepa

* Homep v aTa perucTpaunoHHoro yaAocToBepeHNs

[apaHTuiiHbIe 0093aTeNbCTBA

MpoU3BOAMTENb HECET OTBETCTBEHHOCTb 33 PAGOTY M3LESMIA TONLKO B CyYae MX MPaBUIbHOro
CMO/b30BAHMSI B COOTBETCTBUN C MHCTPYKLMEN, & TAKXKe COBMIOAEHNS NPaBIN XpaHeHus 1
TPaHCNOPTMPOBKW. V13enus criesyeT MCnoNib3oBaTh A0 UCTEYEHUs CPOKA FOAHOCTM, YKa3aHHOro
Ha yNaKoBKe.

600/600 (100 %) NOCNEAHAS PEAAKLMS: 2019-09
: i is Lo
MoBTopsemocTs References / Literatura / Cnncok nutepatypbl / iste g &
Coentee [mr/pn] 41,9 84,7 1379 216,3 353,2 1()) American Diabetes Association: 2. Classification and Diagnosis of Diabetes: Standards of
3Ea§eﬂme Medical Care in Diabetes-2019. Diabetes Care, 42, (Suppl. 1), : $13-S28 (2019).
[Mmonb/n) 2,3 47 7,6 12,0 19,6 2(T) American Diabetes Association website: Diagnosing Diabetes and Learning about Prediabetes.
CrananTHoe ar/] 15 2.1 31 53 8.4 http://yvva.dlgbetgs.org/dlabetes-basms/dlagnoAms/A Accessed %\pnl 22,2019. A
Aap 3(¥) IDF Clinical Guidelines Task Force. Global guideline for Type 2 diabetes. Brussels: International
OTKTIOHEHUE [Mmonb/n] 0,1 0,1 0,2 0,3 0,5 Diabetes Federation, 2012.
_ _ 4(¥) Definition and diagnosis of diabetes mellitus and intermediate hyperglycemia: report of a WHO/
KoadpiuumenT apuaunm %] 2.2 25 24 IDF consultation. WHO, Geneva 2006 (ISBN 92 4 159493 4, ISBN 978 92 4 159493 ).
NPOMEXYTOYHas TOUHOCTH: 5(0) D’Orazio et al.: “Approved IFCC Recommendation on Reporting Results for Blood Glucose
(Abbreviated);” Clinical Chemistry 51:9 1573-1576 (2005).
[mr/nn] 46,1 1184 299,9
Cpefee awasenne [ 26 66 166 Consult package insert / Videti uputstvo u pakovanju / CwioTpuTe
. . . VHCTPYKLVIO-BKNaAbILL
[mr/an] 1,7 3,4 6,0
CTatnapTHoe OTKnOHeHve — 04 02 03 Temperature limitation (store at) / Temperaturno ogranicenje (Euvati na) /
. ! ! OrpaHu4eHre TemMneparypbl (XpaHUTb Npu)
KoadhdmumeHT Bapuaumn [%)] — 2,9 2,0

Use only once / Samo za jednokratnu upotrebu / Tonibko Anst 0fHOKPATHOrO
NpUMEHeHNs

Use by (opened / unopened) / Upotrebljivo do (otvorena ili neotvorena) /
Mcnonb3osatb A0 (BCKPbITAs/HEBCKPLITAs YNAKOBKa)

Manufacturer / Proizvodac / Mpon3sogutent

Catalogue number / Katalo$ki broj / KatanoxHbiii Homep

AEL®-E

Batch code / Broj serije / Homep napTum

-
H
|

In vitro diagnostic medical device / Za dijagnosticku primenu in vitro /
[inst AMarHoCTUKI UH BUTPO

<
O

Global Trade Item Number / Globalni broj trgovinske jedinice /
MexayHapoaHbIii TOProBbIi MAEHTU(NKALMOHHDI HOMEP

@
=
=z

Serial number / Serijski broj / CepuitHblit Homep

This product fulfils the requirements of the European Directive 98/79/EC on in
vitro diagnostic medical devices. / Ovaj proizvod ispunjava zahteve Evropske
Direktive 98/79/EC o dijagnostickim in vitro sredstvima. / [laHHbIl NpogyKT
0TBeYaeT TpeGoBaHnam Esponelickoi JupexTusbl 98/79/EC no
MEAVLMHCKIM U3LENUSM ANS ANarHOCTUKU UH BUTPO.

All components of the pack can be discarded in domestic waste. Discard
used test strips according to local regulations. / Sve predmete koji se nalaze
u pakovanju mozete da bacite sa ostalim smecem. Koris¢ene test trake bacite
u skladu sa vaze¢im lokalnim propisima. / YTunu3auus ¢ 6bIToBbIMM
0TX0AAMU I0NyCKaeTCs A5 N06bIX KOMMNOHEHTOB, HAXOASALLMXCS B YNAKOBKE.
YTUnuanpyiite ncnonb3oBaHHble TECT-MONOCK COrNACHO TPEGOBAHNAM
[IeliCTBYIOLLEro 3aKOHOAATENbCTBA.

Date of manufacture / Datum proizvodnje / [lata u3rotosnexus

N
M| N
o ||

—

C€ozs IVD

Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim, Germany

www.accu-chek.com

ACCU-CHEK, ACCU-CHEK INSTANT, and AKKY-YEK are trademarks of Roche.
© 2019 Roche Diabetes Care
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Roche Diabetes Care South Africa (Pty) Ltd.

Hertford Office Park, 90 Bekker Road

Vorna Valley, Midrand

South Africa

1686

Email: info@accu-chek.co.za

Call Toll Free: 080-34-22-38-37 (SA only); +254 20 523 0560 (Kenya only); +27 (11) 504 4677
(Other countries)

United Arab Emirates

Roche Diabetes Care Middle East FZCO
Tel: +971 (0) 4 805 2222
www.rochediabetescareme.com

or contact Roche local authorized representative in your country
Srhija

Korisnicki i servisni centar:

Tel: 011 2471 990
diabetes.care@adoc.rs

Ovlasceni predstavnik/Distributer:

ADOC d.o.0. Beograd,

Milorada Jovanovi¢a 11, Beograd, Srbija.
Broj resenja: 515-02-03517-18-001
Iran

Customer Support:

Tel (021) : 45598000

Email: Support@cobeldarou.com
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