ACCU-CHEK’

Instant

TESTS

REF 07819382

®

Device for self-testing
Device for near-patient testing

Intended Use

The Accu-Chek Instant test strips with the Accu-Chek Instant and Accu-Chek Instant S meters are indicated 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 near-patient testing 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

Read this package insert and the User’s Manual before performing a blood glucose test.
The package insert contains warnings and precautions:
A WARNING indicates a foreseeable serious hazard.

A PRECAUTION describes a measure you should take to use the product safely and effectively or to prevent damage to the
product.

/\ WARNING

Risk of suffocation

This product contains small parts that can be swallowed. Keep the small parts away from small children and people who
might swallow small parts.

/\ WARNING

Risk of a serious health incident

Failure to follow testing instructions or test strip storage and handling instructions can lead to an incorrect test result that
may lead to improper therapy.

Carefully read and follow the instructions in the User’s Manual and package inserts for the test strips and control
solutions.

Risk of infection: Human blood is a potential source for the transmission of infection. Avoid exposing other people to
contaminated components.

Discard a used test strip as infectious material according to the regulations applicable in your country.

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

e |f the container is open or damaged before using the test strips for the first time, if the cap is not fully closed, if you see
any damage to the cap or container, or if anything prevents the cap from closing properly, do not use the test strips.
Contact Roche.

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

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.

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

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

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 already opened by the user.

Use a test strip only once. Test strips are for single use only.

Performing a Blood Glucose Test

Refer to the meter 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).2 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.
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Unusual test results

If LO is displayed on the meter, your blood glucose may be below 10 mg/dL (0.6 mmol/L).
If Hl 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.

/\ PRECAUTION

Risk of a serious health incident

Never ignore symptoms or make significant changes to your diabetes therapy without talking to your healthcare
professional. If your blood glucose result does not match how you feel, follow these steps:

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

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

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

If your symptoms still do not match your blood glucose results, contact 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

The system can be used in professional healthcare environments such as doctors’ offices, general wards, in suspected
cases of diabetes, and in emergency cases.

Sample collection and preparation by healthcare professionals

e When using the Accu-Chek Instant and Accu-Chek Instant S meters, always follow the recognized 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 minimize 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.

e 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

Certain health conditions can lead to an incorrect test result. If you know that one or more of the following health conditions
apply to you, do not use the test strip. If you are unsure whether any of the health conditions apply to you, contact your
healthcare professional.

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.

If 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 hyperglycemic hyperosmolar non-
ketotic syndrome, hypotension, shock, decompensated heart failure NYHA Class IV, or peripheral arterial occlusive
disease.

Hematocrit should be between 10 and 65 %. Ask your healthcare professional if you do not know your hematocrit.
This system has been tested at altitudes up to 3,094 meters. Do not use this system at altitudes above 3,094 meters.

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 %)
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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] 41.9 84.7 137.9 216.3 353.2
Mean value
[mmol/L] 2.3 4.7 7.6 12.0 19.6
Standard [mg/dL] 1.5 2.1 3.1 53 8.4
deviation [mmol/L] 0.1 0.1 0.2 0.3 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 [%)] — 29 2.0

Performance assessment by the user: A representative study was performed using the Accu-Chek Instant blood glucose
monitoring system evaluating glucose values from fingertip capillary blood samples obtained by 101 lay persons and
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 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 compositionc

Mediator 6.6 %
FAD-GDH enzyme 21.3%
Buffer 22.6 %
Stabilizer 2.3%
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.

Reporting of Serious Incidents

For a patient/user/third party in the European Union and in countries with identical regulatory regime; if, during the use of
this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and to your national
authority.

LAST UPDATE: 2021-09
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Uredaj za samokontrolu
Uredaj za merenje pored pacijenta

Predvidena primena

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatom indikovane su 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 aparatom namenjene su za samostalnu
dijagnosticku primenu in vitro od strane osoba sa dijabetesom.

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatom su namenjene za in vitro dijagnosticko
testiranje pored pacijenta od strane stru¢nog medicinskog osoblja u klinickim ustanovama. Struénom medicinskom osoblju
je dozvoljeno obavljanje merenja i u uzorcima venske, arterijske krvi ili krvi novorodencadi.

Ovaj sistem nije namenjen za dijagnostikovanje dijabetes melitusa niti za testiranje uzoraka krvi uzetih iz pupéane vrpce
novorodencadi.

Informacije za korisnike

Procitajte ovo uputstvo u pakovanju i uputstvo za korisnika pre nego $to obavite merenje glukoze u krvi.
Ovo uputstvo u pakovanju sadrZi upozorenja i mere predostroznosti:
UPOZORENJE ukazuje na predvidivu ozbiljnu opasnost.

PREDOSTROZNOST opisuje mere koju biste trebali preduzeti da biste bezbedno i efikasno koristili proizvod ili spregili
oStecenje proizvoda.

A\ UPOZORENJE

Rizik od gus$enja
Ovaj proizvod sadrzi sitne delove koji se mogu progutati. DrZite sitne delove dalje od male dece i osoba koje mogu
progutati sitne delove.

A\ UPOZORENJE

Rizik od ozbiljnog zdravstvenog incidenta

Nepridrzavanje uputstava za obavljanje merenja ili uputstava za cuvanje i rukovanje test trakama moZe dovesti do
pogresnog rezultata merenja Sto moze dovesti do neodgovarajuce terapije.

Pazljivo procitajte i sledite uputstva u uputstvu za korisnika i uputstvima u pakovanju test traka i kontrolnih rastvora.

Rizik od infekcije: Ljudska krv je potencijalni izvor prenosa infekcije. Izbegavajte izlaganje drugih osoba zagadenim
komponentama.

Kori$éenu test traku bacite kao zarazni materijal u skladu sa propisima koji se primenjuju u Vasoj zemlji.

Sadrzaj pakovanja
Pakovanije 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
vazecim lokalnim propisima. Ako imate bilo kakva pitanja obratite se svom korisnickom i servisnom centru.

CGuvanje i rukovanije test trakama

¢ Ako je kutija otvorena ili oSte¢ena pre nego $to prvi put upotrebite test trake, ako poklopac nije potpuno zatvoren, ako
vidite oStecenja na poklopcu ili kutiji ili ako bilo $ta sprec¢ava da se poklopac pravilno zatvori, nemojte koristiti test
trake. Obratite se korisni¢kom i servisnom centru.

Test trake ¢uvajte na temperaturama izmedu 4 i 30 °C. Nemojte drZati test trake u zamrzivacu.
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 $to su kupatilo ili kuhinja.

NekoriScene test trake Cuvajte u originalnoj kutiji test traka sa zatvorenim poklopcem.
0dmah nakon vadenja test trake dobro zatvorite kutiju test traka, kako bi preostale test trake zastitili od vlage.
Upotrebite test traku odmah nakon vadenja iz kutije test traka.

Bacite test trake ukoliko im je istekao rok upotrebe. Test trake kojima je istekao rok upotrebe mogu dati pogreSne
rezultate. Rok upotrebe je odStampan na pakovaniju 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 sa test trakama koju je korisnik ve¢ otvorio.

Test traku koristite samo jednom. Test trake su namenjene samo za jednokratnu upotrebu.

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).!
Normalni nivo glukoze za odraslu osobu koja nije obolela od dijabetesa 2 sata posle obroka, npr. simulirano sa 75 g putem
oralnog testa tolerancije na glukozu (OGTT), je manji od 7,8 mmol/L (140 mg/dL).2 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.*34
Odrasle osobe sa nivoom glukoze natate izmedu 5,6 i 6,9 mmol/L (100 i 125 mg/dL), imaju poremecenu glukozu nataste
(predijabetes)." Postoje i drugi kriterijumi za dijagnostikovanije dijabetesa. Obratite se struénom medicinskom osoblju kako
biste utvrdili da li 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 veéa od 33,3 mmol/L (600 mg/dL).
Za detaljne informacije o greSkama, pogledajte uputstvo za korisnika.

‘
.
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/N PREDOSTROZNOST

Rizik od ozbiljnog zdravstvenog incidenta

Nikada nemojte ignorisati simptome ili praviti znacajne promene u terapiji za dijabetes bez razgovora sa struénim
medicinskim osobljem. Ako rezultat merenja glukoze u krvi ne odgovara stanju kako se osecate, uradite sledece:

e Ponovite merenje glukoze u krvi sa novom test trakom.

e (Qbavite kontrolno merenje kako je opisano u uputstvu za korisnika.

e Zadruge uzroke, pogledajte uputstvo za korisnika.

Ako Vasi simptomi i dalje ne odgovaraju rezultatu merenja glukoze u krvi kontaktirajte struéno medicinsko osoblje.

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

Sistem se moZe koristiti u struénom medicinskom okruzenju, kao $to su lekarske ordinacije, bolnicka odeljenja, kod
sumnjivih slucajeva dijabetesa i u hitnim slu¢ajevima.

Uzimanje uzoraka i priprema od strane struénog medicinskog osoblja

e Prilikom koriS¢enja Accu-Chek Instant i Accu-Chek Instant S aparata, uvek sledite odobrene procedure za rukovanje
predmetima koji mogu biti zagadeni ljudskim materijalom. PoStujte zdravstvena i bezbednosna pravila VaSe laboratorije
ili ustanove.

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.

Arterijski kateteri moraju biti temeljno o€iS¢eni 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 kritiénih 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, litijum
heparin ili natrijum heparin. Antikoagulanti koji sadrze jodoacetat ili fluorid se ne preporucuju.

o 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

Odredena zdravstvena stanja mogu dovesti do pogresnog rezultata merenja. Ako znate da se na Vas odnosi jedno ili vise
sledecih zdravstvenih stanja, nemojte koristiti test traku. Ako niste sigurni da li se neko od zdravstvenih stanja odnosi na
Vas, obratite se svom struénom medicinskom osoblju.

e Lipemicéni 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, posto rezultati neée biti stvarni odraz fizioloSkog nivoa glukoze u krvi. Ovo se moze odnositi na sledece
okolnosti: teSka dehidratacija kao rezultat dijabeticne ketoacitoze ili hiperglikemijskog hiperosmolarnog sindroma bez
ketoacitoze, hipotonija, Sok, dekompenzovana sréana insuficijencija NYHA klase IV ili periferno arterijsko okluzivno
oboljenje.

Hematokrit treba da bude izmedu 10 i 65 %. Obratite se struénom medicinskom osoblju ako ne znate koja je vrednost
Vas$eg hematokrita.

Ovaj sistem je ispitan na nadmorskim visinama do 3094 metara. Nemojte koristiti ovaj sistem na nadmorskim visinama
iznad 3094 metara.

Radne karakteristike

Sistem Accu-Chek Instant ispunjava zahteve standarda ISO 15197:2013 (In vitro dijagnosticki sistemi testiranja — Zahtevi
za sisteme pracenja glukoze u krvi za samotestiranje u tretiranju diabetes melitusa).

Kalibracija i sledljivost: Sistem (aparat za merenje glukoze u krvi i test trake) je kalibrisan pomocu venske krvi koja sadrZi
razliite koncentracije glukoze kao sredstvom za kalibraciju. Referentne vrednosti dobijaju se metodom heksokinaze, koja
se kalibriSe 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 L

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 =0,56 mmol/L u opsegu =0,83 mmol/L
(u opsegu = 5 mg/dL) (u opsegu =10 mg/dL) (u opsegu =15 mg/dL)
153/162 (94,4 %) 162/162 (100 %) 162/162 (100 %)
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Rezultati merenja vezani za preciznost sistema pri koncentracijama glukoze jednakim ili ve¢im od 5,55 mmol/L (jednakim
ili vecim od 100 mg/dL)

u opsegu =5 % u opsegu =10 % u opsegu =15 %
341/438 (77,9 %) 435/438 (99,3 %) 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:
Srednja [mg/dL] 41,9 84,7 137,9 216,3 353,2
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 0,2 0,3 0,5
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 3,4 6,0
Standardna devijacija
[mmol/L] 0,1 0,2 0,3
Koeficijent varijacije [%] — 29 2,0

Analiza kvaliteta rada od strane korisnika: Reprezentativna studija je obavljenja koris¢enjem Accu-Chek Instant sistema
za pracenje glukoze u krvi gde su se procenjivale vrednosti glukoze iz uzoraka kapilarne krvi iz jagodice prsta dobijenih od
101 laika i dobijeni su sledeci rezultati:

e 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 ve¢im 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 koris¢enjem naizmenicnog 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: Pogledajte objasnjenja kori§¢enih simbola i spisak literature.

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 korisnickom i servisnom centru.

Prijavljivanje ozbiljnih incidenata

Za pacijenta/korisnika/treéu stranu u Evropskoj uniji i u zemljama sa istim regulatornim rezimom; u slu¢aju da dode do
ozbiljnog incidenta tokom upotrebe ovog uredaja ili kao rezultat njegove upotrebe, molimo prijaviti ga proizvodacu i Vasem
nacionalnom nadleznom telu.

DATUM ZAKLJUCGIVANJA INFORMACIJA: 2021-09
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W3penue npegHasHayeHo Ansi CaMOTECTUPOBaHMS
W3genue npegHasHa4yeHo Ansi MCCNEA0BaHNS M0 MECTY JieHeHns

Ha3HauyeHu

TecTt-nonockm Accu-Chek Instant (Akky-Yek WHcTaHT) B coveTaHum ¢ ratokomeTpamm Akky-Yek MHcTaHT n Accu-Chek
Instant S (Akky-Yek WHcTaHT C) npeaHasHayeHbl Ans KONMYECTBEHHOrO ONPELENeHist YPOBHS FOKO3bl B CBEXEN
KanunnapHoi LeNbHOM KPOBW 13 NanbLia, NafoHu, Npeanaeybs Uam nneya B KayecTse JOMONHUTENBHOTO CPeaCTBa
MOHUTOPUHIa 3((EKTUBHOCTY [IMKEMUYECKOTO KOHTPOAS.

TecT-nonockun AKKy-Yek NHCTaHT B coueTaHuu ¢ rtokomeTpamm AKKy-YHek WHCTaHT 1 AKKy-Yek NHcTaHT C npeaHasHayeHbl
L1 [NarHoCTUKK in vitro B pamMkax npoBefeHnsi CamoTeCTUPOBaHMA IIOAbMI C CaxapHbIM AUa6eToM.

TecT-nonockmn Akky-Yek VIHCTaHT B coueTaHnm ¢ rnokomeTpamin AKKy-Yek MHCTaHT 1 AKky-Yek NHcTaHT C npegHasHayeHbl
L9 [NarHoCTUKK in vitro B pamkax MccnefoBaHns no MeCTy NeYeHs Bpayamu B Jie4eBHbIX yupexaenusx. Miccneposarb
BEHO3HYI0, apTepUabHYI0 N HEOHATANbHYI0 KPOBb MOXET TOJbKO JleyaLLmii Bpay.

9Ta cucTeMa He NpefHasHayeHa Ans AMarHoCTUKI CaxapHoro AnabeTa uam aHannaa 06pasLoB HeOHATAIbHOW MyMOBUHHOI
KpOBH.

BHMaHUIO nonb30BaTenen

Tepes n3mepeHneM ypoBHS MOKO3bI KPOBW NPOYNTAIATE 3Ty MHCTPYKLMIO-BKNAABIL U PYKOBOACTBO MOJb30BATENS.
[JlaHHas MHCTPYKLMS-BKNaAbILL COREPXUT NPEAYNPEXAEHNS U MePbI NPELOCTOPOXHOCTY:
NMPEAYNPEXAEHUE yka3biBaeT Ha CepbesHble NpeacKasyemMble PUcku.

MEPA NMPEAOCTPOXXHOCTHU onucbiBaeT Mepbl, KOTOPble CeayeT NPeAnpUHATL Ans 6e30MacHOro 1 3 (eKTMBHOMO
1CnoNb30BaHUS N3AENNS UM NPEAOTBPALLEHIS €70 NOBPEXAEHMS.

A NPEQYNPEXAEHUE

Puck yaywibs

[laHHOE U3[eNINe COOEPXKUT MENKNE AeTasu, KOTOPbIe MOXHO MPOrOTUT. XpaHUTe MesK1e AETany BHe A0CAragMocTy
ManeHbKuX AEeTeil U NIEN, KOTOpbIe MOTYT NPOIOTUTL MENKIE AeTasu.

A NPEAYNPEXAEHUE

PuCK cepbe3Horo Bpeaa Ansi 340PoBbs

Heco6mt0fieH1e UHCTPYKLMIA N0 N3MEPEHWHO, @ TAKXKE MHCTPYKLMIA MO XPAHEHWIO M MPUMEHEHMIO TECT-MOJIOCOK MOXKET
MPUBECTI K HEBEPHOMY PE3YJIbTaTy U3MEPEHWS, YTO B CBOK 04YEPE/b MOXET MOBJIEYb 32 COGOIA HEMPaBULHOE NIEYEHUE.
BHUMATESbHO NPOYTUTE U CAIEYNTE UHCTPYKLMSAM, YKa3aHHbIM B PYKOBOACTBE NMOJb30BATENS U MHCTPYKLUMAX-
BK/ablLLax K TECT-N0JI0CKAM 1 KOHTPOJIbHBIM PacTBOpaM.

WHeKLmMoHHbIN puck: KpoBb YenoBeka sBNsSeTCS NoTeHLMabHbIM UCTOMHUKOM pacnpocTpaHerus uHdekumun. He
[L0nycKainTe BO3AENCTBUS 3arps3HEHHbIX KOMMOHEHTOB Ha APYriX NIOAEN.

YTUNU3MPYITE MCMONb30BAHHYHO TECT-TONOCKY KaK MH(MLMPOBAHHbIE OTXOfbl B COOTBETCTBIM C TPEGOBAHMSMM
[LEACTBYIOLIEro 3aKOHOAATENbCTBA.

CopepXxumoe ynakoBKu

KapToHHas ynakoBka COAEPXUT Ty6YC C TECT-NONOCKAMV W MHCTPYKLUMIU-BKNAAbILN. Ha YNakoBKy HaHECeHa MapkupoBka
B BUAE 11-3Ha4HOrO KaTanoXHOr0 HoMepa. KatanoxHble HOMepa HKE COOTBETCTBYIOT YKa3aHHOMY KOSIMYECTBY TECT-
MnoN0COoK:

© 07819382XXX* — 50 TecT-nonocok AKky-Yek NHcTaHT

*XXX 0603Ha4aeT TPEX3HAUHBIN S3bIKOBOI KOZ, MEHSIOLLMIACS B 3aBUCUMOCTM OT 513bIKa MapKUPOBKU.

YTUn3auns ¢ 6bIToBbIMI 0TXOAAMM JOMYCKAETCA 1S NI0GbIX KOMMOHEHTOB, HAXOAALUNXCA B YNAKOBKE. YTUAN3MPYiATe
11C0Nb30BaHHbIE TECT-MONOCKM COrNacHo TPe6oBaHNsAM AeCTBYIOLLEro 3aKOHOAATENbCTBA. ECN y BAC BO3HMKM BOMPOCHI,
06paTuTech B IH(hOPMALMOHHbI LEHT.

XpaHEHVIe, NPUMEeHEeHne U TPAHCNOPTUPOBKA TECT-MOJIOCOK

Ecnv nepen, nepsbIiM UCMOb30BAHUEM TECT-MONOCOK Bbl 3aMETHAIM, YTO TYOYC OTKPLIT WA NOBPEXAEH, ECAM KPbILLKA
3aKpbITA HE MOMHOCTbIO, €C/IN 3aMETHbI KaKIe-M60 NOBPEXAEHNA KPbILLKIA UK TY6YCa, UK eCA YTO-TO MeLLaeT
MNOTHOMY 3aKPbITUIO KPbILLKYA, HE UCMOJb3YITE TECT-NONOCKN. 06paTuUTeCh B VIH(OPMALMOHHDINA LIEHTP.

XpanuTe TecT-nosocku npu Temnepatype ot 4 1o 30 °C. He 3amMopaxusanTe TECT-NOAOCKM.
TMpumeHsIiTe TECT-NONOCKM Npu TemnepaTtype ot 4 ao 45 °C.

MpumeHsnTe TECT-NONOCKM Npy BRakHOCTK 0T 10 10 90 %. He xpaHuTe TECT-NONOCKM B XKapKOIA 1 BNAXHOI cpeae
(Hanpumep, B BaHHOI KOMHATE WK Ha KYXHE).

XpaHuTe Heucnosb30BaHHbIE TECT-MOMOCKM B NJIOTHO 3aKPLITOM OPUrMHANLHOM TY6YCe C TECT-NONOCKAMM.

MNoTHO 3aKpbiBaiiTe TY6YC C TECT-NONOCKAMI CPa3y XKe NMOC/E U3BNEYEHIS U3 HErO TECT-NONOCKM, YTOGbI 3aLUMUTUTL
TECT-NOJOCKY OT BAar.

WcnonbayiiTe TECT-MONOCKY Cpasy XKe Noc/e U3BNeYeHNs ee 3 Ty6yca ¢ TeCT-MOIOCKaMm.

EC/M CPOK rOHOCTY TECT-NOMOCOK MUCTEK, HEOBXOAMMO MX YTUIN3MPOBATh. MK NCNONb30BAHINM TECT-NONIOCOK C
VCTEKLUMM CPOKOM TOAHOCT BO3MOXHO MOJYYEHNE HEBEPHBIX pesyanaTOB CpOK rofHOCTY HaneyaraH Ha ynakoBKe
TECT-NONOCOK 1 ITUKETKE TY6Yca C TECT-NONIOCKAMM PSAOM C CUMBOIOM £ . M1 NPaBUIbHOM XPaHEHIN 1
NPUMEHEHMI TECT-NONOCKIA MOXKHO UCMOJb30BATb [0 HANeYaTaHHOM AaTbl OKOHYAHWA CPOKaA FOAHOCTU. ITO OTHOCUTCS
K TECT-T0/I0CKaM M3 HOBOIO, HEBCKPbITOTO TYGYCa C TECT-MONOCKaMM 1 K TECT-MOIOCKaM 13 TyGyca ¢ TeCT-NoIockamu,
Y)Ke OTKPbITOrO Mo/b30BaTENIEM.

WcnonbayiiTe TECT-MONOCKY TOMbKO OfMH pas. TeCT-N0MOCKM NpeaHasHaueHbl TONbKO AN OAHOKPATHOro
1CTIONb30BaHMA.

e TpaHcnopTvpoBaTtb TECT-MOMOCKW B COOTBETCTBUW C NPaBUIAMU XPaHEHUS.

BbinonHexHue U3MepeHnst YPoBHS rNIOK03bl KPOBU

CnepyiTe MHCTPYKUMAM N0 NONy4YeHnto 06pasiia KpoBy 1 NPOBEAEHMI0 M3MEPEHNS, YKa3aHHbIM B PYKOBOACTBE
nosb30BaTeNs IOKOMETpA.

WHTepnpeTauus pe3ynbTaToB M3MepeHus

HopmarnbHblii ypoBEHb FHOKO3bI KPOBU HE CTPafAIoLLEro AMaGeTOM B3POC/Oro Ye/0BeKa He NPEBbILLIAET HATOLLAK

5,6 MMonb/n." HopmanbHbI YPOBEHb FNHOKO3bI KPOBU HE CTPajatoLLLEro AMabeTom B3pOC/oro YenoBeka Yepes 2 yaca nocrne
e/ibl He NPEeBbILAET 7,8 MMOJb/, 4TO MOXHO OMPEAENUTb, HANPUMEP, MPY NOMOLLM NEPOPAbHOTO FMIKO30TONEPAHTHOTO
Tecta (MFTT), npeLycMaTpUBAIOLLErO NPUem 75 T rMoKo3bl.2 Kputepnem ons amarHocTuku amabera y B3pOCbIX

CIY)XXWUT YPOBEHb IMIOKO3bl KPOBU HATOLLaK He MeHee 7,0 MMOnb/N, NOATBEPXAEHHbIN B AABYX TecTax.">* CocTosiHue
B3POC/IbIX C NOKA3aTeNeM YPOBHSI IMI0K03bl KDOBYW HATOLLAK 0T 5,6 0 6,9 MMONb/N ONPeaeNseTcs Kak HapyLLeHne
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TMKEMUW HATOLLAK (MPeAAMatETUYECKOe COCTOSHIE). ! CyLLECTBYIOT 1 APYTUe AMArHOCTUYECKIE KPUTEpUIA auabeTa.
06partuTech K nevatlemy Bpady, YTo6bl ONPEAEUTb HANMYME NN OTCYTCTBME Y BAC AnabeTa. [lns NioAei ¢ caxapHbiM
[1a6eTom: MPOKOHCYNBTUPYATECH C NIEYalLM BPpayoM ANis ONPeeseHus Balero MHANBMAYabHOMO AvanasoHa
KOHLIEHTPALMIA [TIHOKO3bI KPOBM. BbIMOMHANTE KOPPEKLVIO HU3KOMO Ui BLICOKOMO YPOBHSI MIIOKO3bl KDOBY, PYKOBOACTBYACH
PEKOMEHZALNAMI NIeYaLLero Bpaya.

HeoObl4HbIe pe3ynbTaTbl U3MEPEHUS

Ecnu Ha gucnnee rniokometpa otobpaxaetcs LO, BEPOSTHO, ypOBEHD FMIOKO3bI KPOBY Hike 0,6 MMOAb/N.
Ecnv Ha aucnnee rmiokomeTpa otobpaxaetcs HI, BeposTHO, ypoBEHb MIOKO3bl KPOBK BbilLe 33,3 MMOMb/N.
[ins nonyyeHns nogpo6Hoil MHGopMaLn 0 coo6LLEHNsIX 06 OLLMGKaX CM. PYKOBOLACTBO MO/b30BaTeNs.

/\ MEPA NPEAJOCTOPOXXHOCTH

PUCK cepbe3Horo Bpepa ansi 3f0poBbsi

HWKOr1a He MrHOPUPYIATE CUMMTOMbI 1 HE BHOCUTE CYLLLECTBEHHBIX U3MEHEHW B TEPANUIO CaxapHoro avatera, He
MOCOBETOBABLUMCD C IEHALLYM BPAUOM. ECIM PE3yIbTaT U3MEpeHWst YPOBHS [IH0KO3bI KPOBU HE COOTBETCTBYET BallieMy
CamMOUyBCTBYIO, BbINOJIHUTE CIEAYIOLNE AEHCTBISE:

o [loBTOPUTE U3MEPEHME YPOBHSI FIOKO3bI KPOBM C HOBOIA TECT-MOMOCKON.

©  BbiNOSHUTE KOHTPOMbHOE M3MEPEHIE TaK, KaK OMMCaHO B PYKOBOACTBE M0Jb30BaTeNs.

e (6paruTech K PyKOBOACTBY M0/b30BATENS [isi MONYYEHNS MHKOPMALLAK O [PYTIAX MPUYMHAX.

Ecnu Balum CUMMTOMbI MO-MPEXXHEMY HE COOTBETCTBYIOT Pe3ysibTatam U3MEPEHUst YPOBHSI I0KO3bl KDOBM, 06paTUTECH
K JievaLliemy Bpavy.

JlMana3oHbl KOHTPONbHbIX 3HAYEHUN AN KOHTPOJIbHbIX
pacTBopoB AKKY-Yek UHCTaHT

Control 1 (KoHTponbHbIA pacTBop ypoBHs 1): 1,7-3,3 MMonb/n
Control 2 (KoHTpONbHbIN pacTBop ypoBHs 2): 14,0-19,0 Mmonb/n

BHMMAaHMIO neyvallero Bpaya

CucTemMy MOXHO UCNONb30BATb B MECTAX MEAULIMHCKOTO 0GCNY)XMBAHUS HACENEHWS, TaKIX KaK BpayelHble KaBUHET,
06LuMe nanaTbl, NP NOAO3PEHUI HA CaxapHblil ANAGET, a TAKXKE B IKCTPEHHBIX Cydasix.

Mony4yeHune u noaroToBKa oopasua neyawmum Bpayom

¢ [lpu ncnonb30BaHWM rMOKOMETPOB AKKY-Yek VHCTaHT n Akky-Yek MHCTaHT C Bceraa npuaepXuBanTtech
06LLENPUHATLIX NpaBuA No 06paLLeHuio C NpeAMETaMM, KOTOPbIe MOTYT ObITb 3arpsisHeHbl 61ONOrNYECKUM MaTepuanom
yenoseka. [puaepXmBaiTech NPaBui rUrieHbl M Mep NPesoCTOPOXKHOCTY, YCTAHOBIEHHBIX B BaLLeli tabopatopum unm
YUpexXaeHum.

e JIns u3mMepeHus ypoBHS rNOKO3bl KPOBM TpeByeTcs kanns Kposu. MoXXHO MCNob30BaTh KanUAAsPHY0 KPOBb.
Mcnonb3oBaHue BEHO3HON, apTepUanbHOM UK HEOHATANIbHOI KPOBM A0NYCKAETCS, eCnu ee 3a60p 6bin BbINONHEH
NleyaLyym Bpayom.

e [lepep, B3ATMEM W HAHECEHWEM 06pas3Lia KPOBU Ha TECT-NOMOCKY HE 3a0Y/bTe OYNCTUTbL CUCTEMY BHYTPUAPTEPUAbHOTO
BBEAEHMA.

e (CucTema ucrbiTbiBanach ¢ HeOHaTaNbHOI KPOBbI0. COrnacHo npasunam Haanexallen KHUYecKoii NpaKTuku,
0CTOPOXHOCTb PEKOMEHAYETCS NPK UHTEPNpeTaLmMn NoKasaTeNneii YpoBHs IMI0K03bl HEOHATANIbHON KPOBU HIKE
2,8 mmonb/n. CobntofaiTe NPUHATHIE B BALLEM YUPEXKAEHUM PEKOMEHAALIN N0 aMBynaTopHOMY NIEYeHNI0
HOBOPOXAEHHbIX C KPUTUYECKUMI OKA3aTENSMU YPOBHS [MIHOKO3bI KPOBU.

o Jing CBELEHMS K MUHUMYMY 3thpeKTa rMMKONN3a U3MEPEHIE KOHLIEHTPALWMM TMIOKO3bl B BEHO3HOI UK apTepuanbHoil
KPOBU J0/DKHO MPOBOAMTLCSA He no3aHee 30 MUHYT nocne 3abopa KpoBu.

e He fonyckaiite 06pa3oBaHs BO3AYLLHbIX My3blPbKOB B MUMNETKAX.

o JlonyckaeTcs npuMeHeHne 06pasLios KanumnspHoi, BEHO3HOM 1 apTepuasnbHOi KpOBY C COAEPKAHNEM CIEAYIOLLNX
aHTUKOAryNSHTOB /N KOHCEPBAHTOB: JITA, NUTUS I HATPIS renapuHaT. AHTUKOAryNaHTbI, CONepXallvme MogoaueTar
1in hTopuA, He PEKOMEHAYHOTCS.

e [lepen U3MepeHreM oxaxaeHHble 06pasLibl HE06X0AUMO MeJJIEHHO JOBECTM 0 KOMHATHOM TeMnepaTypbl.

JlononHutenbHasa nHgopmauua ang nevailero Bpaya

Ecnn pesynbTat namepeHust ypoBHS! MioK03bl KPOBYM HE COOTBETCTBYET KIIMHUYECKON CUMMTOMATUKE NaLyUeHTa uim
KaXXETCsl CNMLLIKOM 3aBbILLEHHbIM W/N 3aHIKEHHbIM, BbINOJHUTE KOHTPO/bHOE U3MepeHue. EClM KOHTPONbHOE N3MepeHie
MOATBEPKAAET, YTO CUCTEMA MCTIPaBHA, OBTOPUTE U3MEPEHME YPOBHSI TIIOKO3bI KPOBH. ECIM pe3ynbTaT NoBTOPHOTO
13MEPEHMS! YDOBHSI TIIOKO3bl KPOBY MO-MPEXKHEMY KAXKETCS HEOObIYHbIM, CEAYIATe PEKOMEHAALMAM YUPEXKAEHIS.
YTUNNU3NpYiATe COREPXKMMOE YakoBKM COrNacHo NpaBniam yupexaeHns. Vi3yunte MecTHble NoCTaHOBNEHMS, OCKOMbKY B
pasHbIX CTPaHaX OHN MOTYT Pa3NNyaThes.

OrpaH

HekoTopble COCTOSHMS 1 326011€BAHNS MOTYT CTaTh NPUYMHON HENPABMILHOIO Pe3yNbTaTa U3MEPEHNst YPOBHS MIOKO3bI

KpoBw. Ecnt Bbl 3HaeTe, YTO K BaM NPUMEHUMO OJHO AN HECKOMBKO U3 CEAYIOLLMX COCTOSHWIA 1 3a60NeBaHMIA, He

CNOAb3YIATE TECT-NONOCKY. ECN BbI HE YBEPEHDI, KAcatoTCs 1 BaC Kakie-n16o U3 aTUX COCTOSHUIA 1 3a60NneBaHui,

06paTuUTECh K NeYallemy Bpauy.

*  YpoBeHb MNUA0B (TPUrNNLEPUAOB) > 20,3 MMOJIL/N MOXET NPUBOANTD K 3aBbILLEHMIO PE3YNETATOB N3MEPEHNS YPOBHS
ITIIOKO3bl KPOBU.

e He 1cnonb3oBatb CUCTEMY BO BPeMsi TeCTa abCopoLmMm KCunosbl.
e He ucnonb3oBatb CUCTEMY, ECIN Bbl NONYYaETe BHYTPUBEHHOE BBEAEHWNE AaCKOPOMHOBOM KIUCTOTbI.

e [lpn HeAOCTaTOYHOCTM Neputhepuyeckoro KpOBOOBPALLEHNs CO0P KanUNSPHON KPOBN 13 YTBEPXAEHHbIX AN 3TOr0
Y4aCTKOB HE PEKOMEHAYETCS, NOCKO/bKY Pe3ynbTaTbl MOTYT He OTPaXaTb UCTUHHBIA (IN3MON0rMYECKNIA YPOBEHD
TTII0KO3bl KPOBY. 3TO BO3MOXXHO NPY CEAYHOLLMX 06CTOSTENbCTBAX: TAHKenas Aeruaparauns, 06ycnosneHHas
[AVabeTMYeCcKNM KEeToauMa030M AN rUNeprinkeMUYecKUM runepocMOoNspHbIM HEKETOHEMYECKIM CUHADPOMOM,
TNOTEH3MS, LLIOK, AeKOMMEHCUPOBAaHHAs CepAeYHas He0CTaTo4HOCTb 4-ro Knacca no NYHA nnu oKKiio3vuoHHoe
nopaxeHue neputepuyecknx aptTepuanbHbIX COCY0B.

e [eMaToKpUT JOMKEH HAX0aMTbCA B AnanasoHe oT 10 1o 65 %. Ecnun Bbl He 3HaeTe CBOW reMaTokpuT, 06paTuUTeCh K
CBOEMY Jleyallemy Bpauy.

e VlcnbiTaHus cMCTeMbl MPOBOAMAMCH HA BbICOTE Haf YpoBHEM Mopst Ao 3094 MeTpoB. He ucnonb3yiite cuctemy Ha
BbicoTe 6onee 3094 MeTpoB Haf, YPOBHEM MOPS.
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PaGouyne xapakTepuCcTUKK

Cuctema Akky-Yek MHCTaHT cooTBETCTBYET Tpe6oBaHnam ctanaapta ISO 15197:2013 (TecT-cuctembl aas AMarHoCTUKN in
vitro — TpeboBaHMs K CUCTEMAM MOHUTOPUHIA [TI0KO3bI B KPOBU A1 CAMOKOHTPOJIS NPM JIEYEHUN CaxapHOro auabeTa).

KanuopoBka v npocnexvwBaemocTb: B kayecTBe KaM6poBOYHOT0 CPeACTBA NMPU KanbpoBKe CUCTEMbI (FHOKOMETP

11 TECT-MOJIOCKI) UCMOMb3YETCS BEHO3HASA KPOBb C PA3NNYHbIMI KOHLIEHTPALMAMM MIOKO3bI. PehepeHTHbIe 3HaueHns
ONpeaensitoTcs reKCOoKMHa3HbIM METOL0M, KOTOPbIA kanubpupyetcst MeTogom ID-GCMS. Metog, ID-GCMS sBnsieTcst METOAOM
HaWBbICLLEr0 METPOOrMYECKOr0 KayecTBa (MopsaKa) U COOTBETCTBYET NepBMYHbIM TpeGoBaHuam ctargapta NIST (traceable
(NpocnexnBaemocTb)). ITa Lienoyka no3sonseT NOATBEPAUTbL COOTBETCTBME Tpe6oBaHuamM ctanaapTa NIST peaynstatos
M3MEPEHUIA C KOHTPOMbHBIMI PacTBOpPamMM, NPOBEAEHHbIX C MOMOLLbHO TECT-MOSIOCOK.

HwxHsAs rpaHMLa noKasaHuii (camblii HU3KUIA 0TOOPaXKaeMmblil nokKa3sartenb): 0,6 MMONb/N AN TECT-NONOCKN
[uana3oH namepeHui cuctembl: 0,6-33,3 Mmonb/n

06bem oopasua: 0,6 MKn

Bpemsi uamepenus: <4 cekyHp

To4HOCTb CMCTEMDI:
JlaHHble 0 TOYHOCTW CUCTEMBI MPW KOHLEHTPALWN ITIIOKO3bl HUXE 5,55 MMOMb/N

B npegenax =0,28 mmonb/n

B npeaenax =0,56 mmonb/n

B npegenax =0,83 mmonb/n

153/162 (94,4 %)

162/162 (100 %)

162/162 (100 %)

JlaHHble 0 TOYHOCTW CUCTEMBI PN KOHLLE!

HTPALWN FIOKO3bI, PABHOM MNW BbllLE 5,55 MMONb/N

B npeaenax =5 %

B npeaenax =10 %

B npeaenax =15 %

341/438 (77,9 %)

435/438 (99,3 %)

438/438 (100 %)

[JlaHHble 0 TOYHOCTW CUCTEMBI MPN KOHLEHTPALWN IMIOKO03bI OT 2,2 MMOMIb/N J0 26,7 MMOAb/N

B npegenax =0,83 mmonb/n unu B npepenax =15 %

600/600 (100 %)
MoBTOPSAEMOCTD:
CpepHee
aHaYeHme [Mmonb/n) 2,3 47 7,6 12,0 19,6
CranpapTHoe
OTKIIOHEHME [Mmonb/n] 0,1 0,1 0,2 0,3 0,5
KoadpchuumeHt sapuaunm [%] — — 2,2 2,5 2,4
MpomeXxyTo4Has npeLu3noHHOCTb:
CpefHee 3HaueHue [Mmonb/n] 2,6 6,6 16,6
CTanaapTHOE OTKNOHEHWe [Mmonb/n] 0,1 0,2 0,3
KoathdmumeHT Bapumaumm [%) — 29 2,0

OLeHKa TOYHOCTYM Nonb3oBaTenem: Penpe3eHTaTMBHOE UCCNEN0BaHNE OTHOCUTENBHO YPOBHS FIOKO3bl B 06pasLie
KanunnspHoi KpOBM M3 KOHYMKa Nanblia, NpoBefeHHoe cpean 101 06bIYHbIX I0AEN C UCMOb30BaHNEM CUCTEMbI
KOHTPONS YPOBHS I0K03bl KPOBU AKKY-Yek VIHCTaHT, nokasano cneaytolume pesynbrarbl:
o [pu KOHLLEHTPALIMW THOKO3bI HIKE 5,55 Mmonb/n 100 % pe3ynbTaToB M3MEPEHMIA HaX0ANNOCh B Npeaenax
+0,83 MMONb/N pe3ynbTaTtoB M3MEPEHUIA, NONYYEHHbIX NA6OPATOPHBIM METOAOM.
o [py KOHLEHTPALIMK TIHOKO3bI, PABHOM UK Bbille 5,55 MMonb/n, 96,7 % pe3ynsTaToB M3MEPEHUIA HAX0ANNOCH B
npeaenax +15 % pesynbTaToB M3MEPEHMIA, NONYYEHHbIX 1a60PaTopHbIM METOAOM.
MpuHumn namepenus: Cofepxalumiics B TecT-nosocke chepmeHT, FAD-3aBucumasn rnoko3ogeruaporerasa (GDH),
BbIpXXeHHasi B A. oryzae, npeBpaLLaeT rioko3y 06pas3LioB KPOBM B IOKOHONAKTOH. Pe3ynbTaToM 3TON peakLym SBnsetcs
6e3BpeaHbIi ANEKTPUIECKMIA CUrHAN NOCTOSIHHOTO TOKA B FIOKOMETPE, UCMOMb3YEMbIii NS BbIYMCEHNS KOHLLEHTPALIMN
I7II0KO3bl KPOBY. XapakTepucTuki 06pasua 1 cpeabl N3MepeHNst KOHTPONMPYIOTCS MPW MOMOLLM CUrHANOB NOCTOSIHHOTO U
NepeMeHHOro ToKa.
TMonyyaemblii C NOMOLLbIO 3TUX TECT-NONOCOK Pe3yNbTaT COOTBETCTBYET KOHLIEHTPALMI MIOKO3bl KPOBY B Niasme
cornacHo pekomengaumsam MexayHaponHoi thefepaunn KIMHNYECKON XUMum 1 nabopaTopHoil MeauuymHb (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC).5 [MoaTomy rniokoMeTp 0TO6paXaeT KOHLEHTpaLn
I7II0KO3bl KPOBY, COOTBETCTBYHOLLME N1a3Me, XOTS Ha TECT-MO0CKM BCErfia HAHOCUTCS LieNbHas KPOBb.

CoctaB peareHTac

Meguarop 6,6 %
FAD-GDH chepmeHT 21,3%
bychep 22,6 %
Crabunusatop 2,3 %
BelecTtsa, He BCTyNaoLLye B peakLuio 47,2 %

aMuHUMANbHOE COAePXKaHNe Ha MOMEHT U3rOTOBJIEHUA

Npumeyanue: 15 nonyyeHns CNpaBoyHON MH(OPMALMK 1 pacluMtpoBKM UCMOb30BaHHBIX CUMBOJIOB 06paTUTECH B
KOHEL, JaHHOM MHCTPYKLMN-BKNabILIA.
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Haﬁopbl AJ1s BbiMOJIHEHUA KOHTPOJIbHOI0O U3MepeHnsa U TeCToB Ha

NNHEAHOCTDb (ECNM JOCTYNHbI)
KOHTpOnbHbIA pacTop AKKy-Yek VIHCTaHT — CM. MHCTPYKLMIO-BKNTAAbILL YNIAKOBKM KOHTPOJIbHOTO PacTeopa.

Habop Anst BbINONHEHMS! TECTOB HA IMHEAHOCTb AKKY-Yek VIHCTAHT — CM. MHCTPYKLMIO-BKNA/bILL YNAKOBKM TECTOB Ha
JINHEHOCTb.

[ins nonyyenms JONOAHNTENBHON MH(OPMALMK NOCETUTE HaL BE6-CainT www.accu-chek.com unm 06paTutecs B
WNHhOpMaLMOHHBIN LEHTP.

YBefomMiieHue 0 cepbe3HbiX UHLMAEHTaX

[ins naumeHTOB/NONb30BATENEI/TPETHUX JINL, NPOXUBAIOLLMX B EBpONenckom Coto3e 1 CTpaHax ¢ MAEHTUYHON
CMCTEMOI HOPMATUBHOTO PEryNIMPOBaHNS: B Clly4ae Cepbe3HOro MHLMAEHTA, NPOU3OLUEALLIEr0 BO BpEMS 16O B
pe3ynbTaTe Ucnoib30BaHMs HACTOSILLErO M3AENNs, NPOCUM BaC YBEAOMMUTb 00 3TOM NPOM3BOAMUTENS W COOTBETCTBYIOLLME
KOMMETEHTHbIE OpraHbl B BalLei CTpaHe.

MapkupoBka

MapkupoBKa noTpe6uUTeNbCKON YNakoBKW COREPXUT CAEAYIOLLYI0 MH(OpPMALMIO:
e HaumeHoBaHue usgenus

e HaumeHoBaHue, afpec Npov3BOANTENS

e (TpaHa nponCXoXAeHNs

e Homep no karanory

e Kog naptum

e CpoK FroAHOCTM (MCMONb30BaTh A0)

e Jlata U3roToBneHms

o KonuyecTBO M3aenuil B ynakoBke

®  YCnoBus XpaHeHus (Temneparypa)

® YKasauue Ha 1CMosb30BaHNe «Ans AUArHoCTUKK in vitro»

e CumBon «/3aenve npegHasHayeHo Anst CaMmoTeCTUPOBaHNS»

e Cumson «/13genne npegHasHayeHo Ans UCCesoBaHmns no MeCTy IeHeHns»
©  YHuKanbHbIA MAEHTUDUKALMOHHDIVA KO MEAULMHCKOro U3aenus

e 3Hak CE-mapKupoBkm

e 3anpeT Ha NOBTOPHOE NPUMEHEHe

e HaumeHoBaHWe W afpec ynosHOMOYEHHOI OpraHu3aLm, umnopTepa

e Homep 1 aaTa permcTpaumoHHOro ya0CToBEPeHMs

FapaHTUiiHbIE 00513aTENbCTBA

npOVISBO,IJ,VITeﬂb HECET OTBETCTBEHHOCTb 3a pa60Ty I/ISABJ'IVIVI TONbKO B cyiyyae ux npaBuiibHOro UCNonb3oBaHnA
B COOTBETCTBUN C VIHCprKLI,VIeI;I, a TaKkxe COﬁJ’IIO,D,eHI/IFI npasun XpaHeHNsA U TPAHCMOPTUPOBKK. VIBAGJWIR cnepyet
MNCNnonb30BaTh 0 NCTEYEHNS CPOKA roIHOCTK, YKa3aHHOro Ha ynakoBKe.

MpaBuna npepocTaBAeHUS peknamauuin (NpeTeH3nn)

TMopsfoK NpeabABAEHNS peknamaumii 1 0TBETOB Ha HUX PerynnpyeTcs rpaxaaHckvum npasom. o Bcem Bonpocam,
CBA3AHHbIM C 06CTYXMBAHUEM W3AENNs, HEOOXOAMMO 06PATUTLCSA K YNONHOMOYEHHOMY NPEACTABUTENIO NPOU3BOANTENS B
P® (ynonHomouyeHHast opraHu3ams)™.

WHhopmaumto 0 He6naronpusTHbIX COObITUSX (MHLMAEHTAX), CBA3AHHBIX C NPUMEHEHNEM MEAMLIMHCKOIO U3Lenus,
HEeo6X0AMMO HanpasnATb NPOU3BOAMTENIO /MK YNONHOMOYEHHOMY NPEACTaBUTENIO NPon3BoauTeNns B PO
(YNONHOMOYEHHOI OpraHu3aLym)**.

YnonHomo4yeHHbIi npeAcTaBUTENb Npon3soauTenst B Poccunckom

®depnepauuy (ynonHOMOYEHHAA opraHn3auusa)™*, umnoprep

[ins nonyyeHnst AONOAHUTENbHOI MH(OPMALWKM NOCETUTE HaL BeG-cailT www.accu-chek.com nnn o6patutech B
VHhopMaLMOHHbIIA LIEHTP.

000 «Pow Jnabetec Kea Pyc»

HOpuanyeckuin agpec: 107031, Poccus, Mocksa, Tpy6Has nnowiap, 4. 2, nomeleHve |, komHata 42 b
MouToBbii appec: 115114, Pocens, Mocksa, JIeTHUKOBCKas ynuua, 4. 2, cTp. 3

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

VHhopMaLOHHBIN LIEHTP:

8-800-200-88-99 (6ecnnatHo Ans BCex pernoHoB Poccun),
Agnpec an. noyTsl: info@accu-chek.ru

Be6-caint: www.accu-chek.ru

**YNONHOMOYEHHbIA NPeaCcTaBuTeNb NPOU3BOANTENS B Poccuitckoi Oefepauumu (yNnonHOMOYEHHaS OpraHm3alns) — ato
OpraHu3auus, ynonHoMoYeHHast NPOU3BOAVTENEM (M3rOTOBUTENEM) NPON3BOAUTL PEMOHT, TEXHUYECKOE 06C/TYXMBAHNE 1
NPUHUMATL PeKnamaumn (NPETeH3nK) OT Nnokynatenei Ha Tepputopun Poccuiickon deaepauui.

KonTakTHas nHchopmaums ans ctpad EA3C

Pecny6nuka KasaxcraH

YNOAHOMOYEHHbIN NPeCTaBuTENb
npouU3BOAMTENS (YNIONTHOMOYEHHAs
opraHnsaums): TOO «Poww KasaxcTaH»,
A26A3D8, 1. Anmatbl, Mefeyckuit paiioH,
ynuua Jlyranckoro, A. 137, BLL «Kepyen»,
Ten: +7 727 321 24 24

TenechoH ropsyeii nuHum: 8 800 200 88 89
Kbiprbizckas Pecny6nuka

TenedpoH ropsiuen nunmm: 00 800 0000 0808
Pecny6nuka Apmenusi

TenechoH ropsyeii nuHum: 00 800 0000 0808
Pecny6nuka benapycb

TenechoH ropsyeit niuHug: 8 820 0071 1000

NOCNEAHAA PEAAKLMNA: 2021-09
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Consult instructions for use or consult electronic instructions for use / Videti uputstvo
za upotrebu ili elektronsko uputstvo za upotrebu / O6paTuTech K MHCTPYKLMAM No
1Cnob30BaHMI0 B GYMaXKHOM WK 3NEKTPOHHOM (hopmare

Caution, refer to safety-related notes in the instructions for use accompanying this product. /
Paznja, voditi racuna o sigurnosnim napomenama u uputstvu za upotrebu ovog proizvoda. /

0CTOPOXHO! 06PATUTECH K MHCTPYKLIMAM M0 UCTIONb30BAHNIO.

Temperature limit / Temperaturno ogranicenje / TemnepaTtypHblii AnanasoH

Use only once / Samo za jednokratnu upotrebu / 3anpeT Ha NOBTOPHOE NpUMeHeHNe

(BCKpbITas / HEBCKPLITAS yNaKoBKa)

/ g Use by (opened / unopened) / Upotrebljivo do (otvorena ili neotvorena) / cnonb3osats Ao

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. KoriScene test trake bacite u skladu sa vaze¢im lokalnim propisima. /
B YTunu3auus ¢ 6bITOBbIMM 0TX0AAMM [0NYCKAETCA AnS N06bIX KOMNOHEHTOB, HAXOAALLNXCS
B YNaKoBKe. YTUAU3NpYiiTe NCMONb30BaHHbIE TECT-MONOCKN COrNAcHo TpeGoBaHNAM
[DefCTBYIOLLEr0 3aKOHOAATENbCTBA.

&I Date of manufacture / Datum proizvodnje / [lata u3rotoBneHus

IVD In vitro diagnostic medical device / In vitro dijagnosticko medicinsko sredstvo / MeauuuHckoe
n3penue Ans AnarHocTukw in vitro
[ ]
Device for self-testing / Uredaj za samokontrolu / Wi3agenve npefHasHayeHo ans
CamoTecTUPOBaHMS
[ ]

Device for near-patient testing / Uredaj za merenje pored pacijenta / U3penve npegHasHayeHo
LIS UICCNEAOBAHS N0 MECTY IeYeHNst

M Manufacturer / Proizvoda¢ / V1arotoBuTenb (Mpou3soamTenb)

U D I Unique device identifier / Jedinstveni identifikator sredstva / YHukanbHbiin
VAEHTUNKALMOHHBIA KOZ MEANLIMHCKOrO U3aenus

R E F Catalogue number / Katalo$ki broj / Homep no katanory

SN Serial number / Serijski broj / Cepuithblit Homep

L o T Batch code / Broj lota / Kog, naptumn

Complies with the provisions of the applicable EU Legislation / U skladu sa vaZecim propisima
EU / OTBeyYaeT Tpe6oBaHMAM NPUMEHUMbIX 3aKOHOAATENbHbIX akToB EC

Roche Diabetes Care GmbH
c € 0123 IVD M Sandhofer Strasse 116
68305 Mannheim, Germany
www.accu-chek.com

Roche)

ACCU-CHEK, ACCU-CHEK INSTANT, and AKKY-YEK are trademarks of Roche.
© 2021 Roche Diabetes Care
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Customer Support Tel: (021) 45598000
Email: Support@cobeldarou.com

Srbija

Korisnicki i servisni centar:

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

Ovlasceni predstavnik/Distributer:

ADOC d.o.0. Beograd,

Milorada Jovanovic¢a 11, Beograd, Srbija.

Broj reSenja: 515-02-03517-18-001 od 22.02.2019.

Roche Diabetes Care South Africa (Pty) Ltd.
Hertford Office Park, 90 Bekker Road

Vorna Valley, 1686

South Africa

Tel: +27 (11) 504 4600

Email: info@accu-chek.co.za
www.accu-chek.co.za
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ACCU-CHEK’

Instant

TESTS

REF 07819366 / 07819404

@

Device for self-testing
Device for near-patient testing

Intended Use

The Accu-Chek Instant test strips with the Accu-Chek Instant and Accu-Chek Instant S meters are indicated 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 near-patient testing 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

Read this package insert and the User’s Manual before performing a blood glucose test.
The package insert contains warnings and precautions:
A WARNING indicates a foreseeable serious hazard.

A PRECAUTION describes a measure you should take to use the product safely and effectively or to prevent damage to the
product.

/\ WARNING

Risk of suffocation

This product contains small parts that can be swallowed. Keep the small parts away from small children and people who
might swallow small parts.

/N WARNING

Risk of a serious health incident

Failure to follow testing instructions or test strip storage and handling instructions can lead to an incorrect test result that
may lead to improper therapy.

Carefully read and follow the instructions in the User’s Manual and package inserts for the test strips and control
solutions.

Risk of infection: Human blood is a potential source for the transmission of infection. Avoid exposing other people to
contaminated components.

Discard a used test strip as infectious material according to the regulations applicable in your country.

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

e [f the container is open or damaged before using the test strips for the first time, if the cap is not fully closed, if you see
any damage to the cap or container, or if anything prevents the cap from closing properly, do not use the test strips.
Contact Roche.

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

Store the unused test strips in their original test strip container with the cap closed.
Close the test strip container tightly immediately after removing a test strip to protect the test strips from humidity.
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 already opened by the user.

e Use a test strip only once. Test strips are for single use only.

Performing a Blood Glucose Test

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

/\ PRECAUTION

Risk of a serious health incident

Never ignore symptoms or make significant changes to your diabetes therapy without talking to your healthcare
professional. If your blood glucose result does not match how you feel, follow these steps:

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

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

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

If your symptoms still do not match your blood glucose results, contact 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

The system can be used in professional healthcare environments such as doctors’ offices, general wards, in suspected
cases of diabetes, and in emergency cases.

Sample collection and preparation by healthcare professionals

e When using the Accu-Chek Instant and Accu-Chek Instant S meters, always follow the recognized 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 minimize 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.

e 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.

Certain health conditions can lead to an incorrect test result. If you know that one or more of the following health conditions
apply to you, do not use the test strip. If you are unsure whether any of the health conditions apply to you, contact your
healthcare professional.

e Lipemic samples (triglycerides) >1,800 mg/dL (>20.3 mmol/L) may produce elevated blood glucose results.
e Do not use this system during xylose absorption test.
e Do not use this system if you are undergoing intravenous administration of ascorbic acid.

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 hyperglycemic hyperosmolar non-
ketotic syndrome, hypotension, shock, decompensated heart failure NYHA Class IV, or peripheral arterial occlusive
disease.
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e Hematocrit should be between 10 and 65 %. Ask your healthcare professional if you do not know your hematocrit.
e This system has been tested at altitudes up to 3,094 meters. Do not use this system at altitudes above 3,094 meters.

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 210 % within 215 %
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] 41.9 84.7 137.9 216.3 353.2
Mean value
[mmol/L] 2.3 4.7 7.6 12.0 19.6
Standard [mg/dL] 1.5 2.1 3.1 5.3 8.4
deviation [mmol/L] 0.1 0.1 0.2 0.3 0.5
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 [%)] — 29 2.0

Performance assessment by the user: A representative study was performed using the Accu-Chek Instant blood glucose
monitoring system evaluating glucose values from fingertip capillary blood samples obtained by 101 lay persons and
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 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
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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 %
Stabilizer 2.3%
Non-reactive ingredients 47.2 %

aMinimum 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.

Reporting of Serious Incidents

For a patient/user/third party in the European Union and in countries with identical regulatory regime; if, during the use of
this device or as a result of its use, a serious incident has occurred, please report it to the manufacturer and to your national
authority.

LAST UPDATE: 2021-09

Dispositif d’autodiagnostic
Dispositif de diagnostic prés du patient

Utilisation prevue

Utilisées avec les lecteurs Accu-Chek Instant et Accu-Chek Instant S, les bandelettes réactives Accu-Chek Instant sont
indiquées aux mesures quantitatives de glucose dans du sang total capillaire frais prélevé a I'extrémité du doigt, a la paume,
a I'avant-bras ou au bras et permettent ainsi de surveiller I'efficacité du contréle glycémique.

Utilisées avec les lecteurs Accu-Chek Instant et Accu-Chek Instant S, les bandelettes réactives Accu-Chek Instant sont
destinées a I'autocontrdle diagnostique in vitro par les personnes atteintes de diabéte.

Utilisées avec les lecteurs Accu-Chek Instant et Accu-Chek Instant S, les bandelettes réactives Accu-Chek Instant sont
destinées a la mesure diagnostique in vitro prés du patient effectuée par les professionnels de santé en milieu clinique. La
mesure sur sang veineux, artériel et néonatal est limitée a un usage professionnel.

Ce systeme n’est pas destiné au diagnostic du diabéte sucré, ni a la mesure de glycémie a partir d’échantillons de sang
néonatal du cordon.

Informations a I’attention du patient

Lisez la notice d’utilisation et le manuel d’utilisation avant la réalisation d’une mesure de glycémie.
La notice d’utilisation contient des avertissements et des précautions :

un AVERTISSEMENT indique un risque grave prévisible.
une PRECAUTION décrit une mesure que vous devez prendre pour utiliser le produit de maniére sire et efficace ou pour
prévenir toute détérioration du produit.

/\ AVERTISSEMENT

Risque de suffocation

Ce produit contient de petites pieces pouvant étre avalées. Conservez les petites pieces hors de portée des enfants en
bas age et des personnes susceptibles d’avaler les petites pieces.

/\ AVERTISSEMENT

Risque de survenue d’un grave incident de santé

Tout non-respect des instructions de mesure ou des instructions de conservation et de manipulation des bandelettes
réactives peut entrainer I'obtention d’un résultat incorrect et risque d’entrainer un traitement inapproprié.

Veuillez lire attentivement et suivre les instructions figurant dans le manuel d’utilisation et les notices d’utilisation des
bandelettes réactives et solutions de controle.

Risque d’infection : le sang humain constitue une source potentielle de transmission d’infection. Evitez d’exposer d’autres
personnes a des composants contaminés.
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Eliminez une bandelette réactive usagée a titre de matériel infectieux conformément 2 la réglementation en vigueur dans
votre pays.

Contenu de la boite
Boite de bandelettes réactives et notices d’utilisation.

Tous les composants de la boite peuvent étre éliminés avec les ordures ménageres. Eliminez les bandelettes réactives
usagées conformément a la réglementation locale en vigueur. Si vous avez des questions, contactez Roche.

Conservation et manipulation des bandelettes réactives

e Nutilisez pas les bandelettes réactives si le tube est ouvert ou endommagé avant d’utiliser les bandelettes réactives
pour la premiére fois, si le bouchon n’est pas entierement emboité, si vous constatez une quelconque détérioration du
bouchon ou du tube ou si quelque chose empéche la fermeture correcte du bouchon. Contactez Roche.

Conservez les bandelettes réactives a une température comprise entre 4 et 30 °C. Ne congelez pas les bandelettes
réactives.

Utilisez les bandelettes réactives a une température comprise entre 4 et 45 °C.

Utilisez les bandelettes réactives dans des conditions d’humidité relative comprises entre 10 et 90 %. Ne conservez
pas les bandelettes réactives a des températures élevées ni dans des endroits humides comme la salle de bain ou la
cuisine.

Conservez les bandelettes réactives non utilisées dans leur tube d’origine fermé.

Afin de protéger les bandelettes réactives de I’humidité, refermez directement le tube de bandelettes réactives apres
avoir retiré une bandelette réactive.

Utilisez la bandelette réactive aussitot apres I'avoir retirée du tube de bandelettes réactives.

Eliminez les bandelettes réactives si elles ont dépassé la date de péremption. Les résultats peuvent étre inexacts si
les bandelettes réactives sont périmées. La date de péremption figure sur la boite des bandelettes réactives et sur
I'étiquette apposée sur le tube de bandelettes réactives a coté du symbole 2. Si elles sont conservées et utilisées
correctement, les bandelettes réactives peuvent étre utilisées jusqu’a la date de péremption imprimée. Cela vaut pour
les tubes de bandelettes réactives neufs qui n’ont pas encore été entamés et pour les bandelettes réactives des tubes
qui ont été déja entamés par I'utilisateur.

N’utilisez une bandelette réactive qu’une seule fois. Les bandelettes réactives sont destinées exclusivement a un
usage unique.

Reéalisation d’une mesure de glycémie

Veuillez vous reporter au manuel d’utilisation du lecteur de glycémie pour obtenir des instructions relatives au prélevement
d’un échantillon de sang et a la réalisation d’'une mesure de glycémie.

Interprétation des résultats glycémiques

La valeur glycémique normale chez un adulte non diabétique a jeun est inférieure a 100 mg/dL (5,6 mmol/L)." La

valeur glycémique normale chez un adulte non diabétique 2 heures aprés un repas, par exemple simulée par I'épreuve
d’hyperglycémie provoquée par voie orale a 75 g (HGPV), est inférieure a 140 mg/dL (7,8 mmol/L).2 Chez les adultes,

une valeur glycémique mesurée a jeun égale ou supérieure a 126 mg/dL (7,0 mmol/L) et confirmée par deux mesures

est un critére de détection d’un diabéte."** Les adultes dont la valeur glycémique mesurée a jeun se situe entre 100 et
125 mg/dL (entre 5,6 et 6,9 mmol/L) présentent une glycémie a jeun anormale (stade précurseur du diabete).” Il existe
d’autres criteres de diagnostic du diabéte en dehors de ces criteres. Consultez votre professionnel de santé afin de vérifier
si vous étes diabétique ou non. Pour les personnes atteintes de diabéte : votre professionnel de santé vous communiquera
I'intervalle glycémique adapté a votre cas. Conformez-vous aux recommandations de votre professionnel de santé en cas
d’hypoglycémie ou d’hyperglycémie.

Résultats glycémiques inhabituels
Il se peut que votre glycémie soit inférieure a 10 mg/dL (0,6 mmol/L) lorsque le lecteur affiche LO.

Il se peut que votre glycémie soit supérieure a 600 mg/dL (33,3 mmol/L) lorsque le lecteur affiche HI.
Pour de plus amples informations sur les messages d’erreur, consultez le manuel d’utilisation.

/\ PRECAUTION

Risque de survenue d’un grave incident de santé

N’ignorez jamais ces symptomes et ne procédez jamais a des modifications significatives de votre thérapie du diabéte
sans avoir au préalable consulté votre professionnel de santé. Si votre résultat glycémique ne correspond pas a votre
état de santé, suivez les étapes ci-dessous :

e Recommencez la mesure de glycémie avec une nouvelle bandelette réactive.

o Effectuez un test de controle conformément aux consignes du manuel d’utilisation.

¢ \euillez vous reporter au manuel d’utilisation pour connaitre les autres causes.

Si vos symptomes ne correspondent toujours pas a vos résultats glycémiques, contactez votre professionnel de santé.

N
]
[
N
[

Intervalles de concentration des solutions de controle Accu-Chek

Instant

Control 1:30 a 60 mg/dL (1,7 a 3,3 mmol/L)
Control 2 : 252 a 342 mg/dL (14,0 2 19,0 mmol/L)
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Informations a I’'intention des professionnels de santé

Le systéme peut étre utilisé dans les environnements de soins de santé professionnels tels que les cabinets médicaux, au
sein des services de médecine générale, en cas de soupgon de diabéte et en cas d’urgence.

Préléevement et préparation des échantillons par un professionnel de santé

o A chaque étape de I'utilisation des lecteurs Accu-Chek Instant et Accu-Chek Instant S, conformez-vous toujours & la
réglementation d’usage en matiere de manipulation d’objets susceptibles d’étre contaminés par du matériel humain.
Respectez les regles d’hygiene et de sécurité en vigueur dans votre établissement.

e La mesure de glycémie s’effectue a partir d’une goutte de sang. La mesure de glycémie peut étre effectuée avec du
sang capillaire. Le sang veineux, artériel ou néonatal ne peut étre utilisé que s’il a été prélevé par un professionnel
de santé.

Prenez soin de vider les cathéters intra-artériels avant de prélever I’échantillon de sang et de I'appliquer sur la
bandelette réactive.

Le systeme a été testé avec du sang néonatal. Conformément aux bonnes pratiques cliniques, les valeurs glycémiques
inférieures a 50 mg/dL (2,8 mmol/L) chez les nouveau-nés sont a interpréter avec prudence. Veuillez vous conformer
aux recommandations de votre établissement pour les soins de suivi en cas de valeurs glycémiques critiques chez les
nouveau-nés.

Pour minimiser I'effet de la glycolyse, si on utilise du sang veineux ou artériel, la mesure de glycémie doit étre
effectuée dans les 30 minutes suivant le prélevement des échantillons.

Evitez les bulles d’air lors de I'utilisation de pipettes.

Les échantillons de sang capillaire, veineux et artériel contenant les anticoagulants/conservateurs suivants sont
acceptables : EDTA, héparinate de lithium ou héparinate de sodium. Les anticoagulants contenant de I'iodoacétate ou
du fluorure ne sont pas recommandeés.

e Laissez revenir les échantillons réfrigérés a température ambiante avant de procéder a la mesure.

Informations supplémentaires a I'intention des professionnels de santé

Si le résultat glycémique obtenu ne correspond pas aux symptomes cliniques du patient, ou semble inhabituellement
élevé ou bas, effectuez un test de contrdle. Si le test de contrdle confirme que le systeme fonctionne correctement,
recommencez la mesure de glycémie. Si le résultat glycémique de la nouvelle mesure de glycémie semble inhabituel,
suivez les lignes directrices en vigueur dans votre établissement.

Eliminez les composants de la bofte conformément 4 la réglementation en vigueur dans votre établissement. Consultez les
reglements municipaux ; ils peuvent varier d’un pays a I'autre.

Certaines pathologies peuvent entrainer I'obtention d’un résultat incorrect. N'utilisez pas la bandelette réactive si vous
savez que vous présentez I'une ou plusieurs des pathologies suivantes. Si vous soupgonnez de présenter I'une de ces
pathologies, contactez votre professionnel de santé.

e Les échantillons dont les taux de lipides (triglycérides) sont >1 800 mg/dL (>20,3 mmol/L) peuvent étre a I'origine de
résultats glycémiques élevés.

e N'utilisez pas ce systéme au cours d’un test d’absorption au xylose.
e Nutilisez pas ce systeme si vous subissez une administration intraveineuse d’acide ascorbique.

En cas d’anomalie de la circulation périphérique, il est déconseillé de prélever du sang capillaire sur les sites
approuveés, car les résultats peuvent ne pas refléter fidelement la glycémie physiologique. Cela peut étre le cas

dans les circonstances suivantes : déshydratation grave causée par une acidocétose diabétique ou un syndrome
hyperglycémique hyperosmolaire non cétosique, hypotension, état de choc, insuffisance cardiaque sévére (stade IV de
la NYHA) décompensée ou atteinte vasculaire périphérique.

e Lavaleur d’hématocrite doit étre comprise entre 10 et 65 %. Consultez votre professionnel de santé si vous ne
connaissez pas votre valeur d’hématocrite.

e (e systeme a été testé jusqu’a 3 094 metres d’altitude. N’utilisez pas le systéme a des altitudes dépassant 3 094
metres.

Performances analytiques

Le systeme Accu-Chek Instant répond aux exigences de la norme IS0 15197:2013 (Systémes d’essais de diagnostic
in vitro — Exigences relatives aux systemes d’autosurveillance de la glycémie destinés a la prise en charge du diabete
sucré).

Calibration et tracabilité : Le systéme (lecteur et bandelettes réactives) a été calibré a I'aide de sang veineux présentant
différentes concentrations de glucose comme moyen de calibration. Les valeurs de référence ont été déterminées a I'aide
de la méthode a I'hexokinase calibrée par chromatographie en phase gazeuse-spectrométrie de masse avec dilution
isotopique/ID-GCMS (ordre), qui est elle-méme la meilleure méthode d’assurance qualité métrologique et répond au
standard NIST (traceable). De méme que les résultats obtenus au moyen des bandelettes réactives sont tragables au NIST
par le biais de cette chaine, les résultats obtenus au moyen des bandelettes réactives pour la solution de contréle sont aussi
tracables au NIST.

Seuil de détection (valeur la plus basse affichée) : 10 mg/dL (0,6 mmol/L) pour la bandelette réactive

Intervalle de mesure du systéme : 10 a 600 mg/dL (0,6 a 33,3 mmol/L)

Volume de I’échantillon : 0,6 pL

Durée de la mesure : <4 secondes
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Exactitude du systeme :

Résultats d’exactitude du systéme pour des concentrations en glucose inférieures a 100 mg/dL (inférieures a 5,55 mmol/L)

Intervalle +£5 mg/dL Intervalle =10 mg/dL Intervalle =15 mg/dL
(Intervalle =0,28 mmol/L) (Intervalle =0,56 mmol/L) (Intervalle =0,83 mmol/L)
153/162 (94,4 %) 162/162 (100 %) 162/162 (100 %)
Résultats d’exactitude du systéme pour des concentrations en glucose égales ou supérieures a 100 mg/dL (égales ou
supérieures a 5,55 mmol/L)
Intervalle =5 % Intervalle £10 % Intervalle 15 %
341/438 (77,9 %) 435/438 (99,3 %) 438/438 (100 %)
Résultats d’exactitude du systéme pour des concentrations en glucose situées entre 39 mg/dL (2,2 mmol/L) et 482 mg/dL
(26,7 mmol/L)
Intervalle =15 mg/dL ou intervalle 15 %
(Intervalle =0,83 mmol/L ou intervalle =15 %)
600/600 (100 %)
Répétabilité :
Valeur [mg/dL] 41,9 84,7 137,9 216,3 353,2
moyenne [mmol/L] 2,3 4,7 7,6 12,0 19,6
, [mg/dL] 1,5 2,1 3,1 5,3 8,4
Ecart-type
[mmol/L] 0,1 0,1 0,2 0,3 0,5
Coefficient de variation [%)] — — 2,2 2,5 2,4
Exactitude intermédiaire :
[mg/dL] 46,1 118,4 299,9
Valeur moyenne
[mmol/L] 2,6 6,6 16,6
. [mg/dL] 1,7 3,4 6,0
Ecart-type
[mmol/L] 0,1 0,2 0,3
Coefficient de variation [%)] — 2,9 2,0

Evaluation des performances par Iutilisateur : Une étude représentative a été réalisée a I'aide du systéme de
surveillance de la glycémie Accu-Chek Instant évaluant les valeurs glycémiques d’échantillons de sang capillaire prélevé a
I’extrémité du doigt provenant de 101 personnes non initiées et a présenté les résultats suivants :

e 100 % des résultats glycémiques se trouvaient dans un intervalle de +15 mg/dL (intervalle de 0,83 mmol/L) des
résultats de I'analyse en laboratoire pour des concentrations en glucose inférieures a 100 mg/dL (inférieures a
5,55 mmol/L).

e 96,7 % des résultats glycémiques se trouvaient dans un intervalle de +15 % des résultats de I'analyse en laboratoire
pour des concentrations en glucose égales ou supérieures a 100 mg/dL (égales ou supérieures a 5,55 mmol/L).

Principe de mesure : I'enzyme se trouvant sur la bandelette réactive, appelée glucose déshydrogénase (GDH) dépendante
du FAD exprimée dans I'A. oryzae, convertit le glucose contenu dans I’échantillon de sang en gluconolactone. Cette réaction
crée un courant électrique continu inoffensif que le lecteur interpréete pour évaluer le résultat glycémique. Les conditions
d’échantillonnage et environnementales sont évaluées par des signaux de courant continu et alternatif.

Conformément a la recommandation de la Fédération internationale de chimie clinique (International Federation of

Clinical Chemistry and Laboratory Medicine ou IFCC), les résultats glycémiques obtenus avec ces bandelettes réactives
correspondent aux valeurs dans le plasma.® Bien que vous appliquiez toujours du sang total sur la bandelette réactive, votre
lecteur affiche des résultats glycémiques qui font référence au plasma.
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Composition du réactifa

Médiateur 6,6 %
Enzyme FAD-GDH 21,3 %
Tampon 22,6 %
Agent stabilisant 2,3%
Composants non réactifs 47,2 %

aTaux minimum au moment de la fabrication
Remarque : Vous trouverez la bibliographie ainsi que la signification des symboles a la fin de la notice d’utilisation.

Solutions de contréle et kits de test de linéarité (si disponible)

Solution de contréle Accu-Chek Instant — Consultez la notice d’utilisation qui accompagne la solution de contréle pour
obtenir de plus amples détails.

Kit de test de linéarité Accu-Chek Instant — Consultez la notice d’utilisation qui accompagne le kit de test de linéarité pour
obtenir de plus amples détails.

Pour plus d’informations, consultez notre site Internet www.accu-chek.com ou adressez-vous au représentant local de
Roche.

Signalement d’incidents graves

Pour un patient/utilisateur/tiers au sein de I'Union Européenne et au sein de pays disposant d’un régime réglementaire
identique ; en cas de survenue d’un incident grave au cours de I'utilisation du présent dispositif ou suite a son utilisation,
veuillez en informer le fabricant et votre autorité nationale.

MISE A JOUR : 2021-09

Wspenue npeaHa3HayeHo Ang caMoTECTUPOBaHNSA
W3penue npeaHa3HayeHo Ang uccnefoBaHus no MecTy nevyeHus

Ha3HayeHue

TecT-nonocku Accu-Chek Instant (Akky-Yek HCTaHT) B coueTaHum ¢ rntokomeTpamm AKKy-Yek MHcTaHT n Accu-Chek
Instant S (Akky-Yek MHcTaHT C) npegHa3HayeHbl Ans KONNYECTBEHHOrO ONpeaeneHns YpoBHS MMIOKO3bl B CBEXEN
KanunnsipHOM LieNbHON KPOBI M3 Nanblia, NafoHN, Npeaneybst Uau nineya B KAYECTBE JOMNONHUTENbHOTO CPEACTBa
MOHUTOPUHIa 3((HEKTUBHOCTI IMUKEMUYECKOr0 KOHTPONS.

TecT-nonockn AKky-Yek HCTaHT B coveTaHum ¢ ratkomeTpamm AKKy-Yek VIHCTaHT 1 Akky-Yek MHcTaHT C npeaHasHayeHs!
[Nst AMarHoCTUKN in vitro B pamMkax NpoBeLeHNs CaMOTECTUPOBAHUSA JIOALMU C CaxapHbIM LnabeTom.

TecT-nonocku AKKy-Yek VHCTaHT B coueTaHuu ¢ rnokomeTpamm AKkKy-Yek NHCTaHT n AKKy-Yek WHeTaHT C npefHa3HayeHbl
QNS AMarHoCTUKN in vitro B pamMkax UccneoBaHus no MecTy IeYeHns Bpadamit B ne4e6HbIX yupexxaeHusx. Miccnenosatb
BEHO3HYH0, apTepUanbHy0 U HeOHATAsbHYIO KPOBb MOXET TONbKO JIeYaLLmiz Bpay.

JTa cucTema He npefgHasHayeHa [sist AnarHoCTUKI CaxapHoro AuabeTa unu aHanuaa 06pasLioB HeoHaTanbHoM MynoBUHHON
KPOBM.

BHuMaHUI0 nonb30BaTenen

lepen n3amepeHnem ypoBHS IMHOKO3bl KPOBW NPOUMTANTE 3Ty MHCTPYKLMIO-BKIIAAbILL 1 PYKOBOACTBO MOMb30BaTENS.
JlaHHas MHCTPYKLMS-BKNAAbIL COLEPXKMT NPeaynpexxaeHns 1 Mepbl NPeA0CTOPOXXHOCTH:
NMPEAYNPEXIEHUE yka3biBaeT Ha Cepbe3Hble NpefcKasyeMble PUCKM.

MEPA NPEAOCTPOXXHOCTU onucbiBaeT Mepbl, KOTOPble CNeayeT NPeAnpuHsTL A1 6e30nacHoro 1 adheKTMBHOMO
1CNONb30BaHNS U3AENNS NN NPeaOTBPALLEHNS ero NOBPEXAEHUS.

A NPEAYNPEXAEHUE

Puck yaywbs

JlaHHOe n3aenne ConepXXnT MesKie AeTanu, KOTopble MOXXHO MPOrIOTUTb. XpaHUTe MENK1e AETanu BHe J0CAraemMocTy
ManeHbKMX JETeil 1 NI0eN, KOTOPbIe MOrYT MPOrMOTUTL MESIKUE AeTau.

A NMPEAYNPEXIEHUE

Puck cepbe3Horo Bpepa ans 3a0poBbsi

Heco6tofieHne MHCTPYKLWIA N0 U3MEPEHWIO, @ TAKXKE UHCTPYKLIMA MO XPAHEHWIO 1 MPUMEHEHNIO TECT-NONOCOK MOXKET
MPUBECTN K HEBEPHOMY Pe3yNbTaTy U3MEepPEeHNs:, YTO B CBOK 04EPefb MOXET MOBEYb 33 CO60I HEMPABUIBLHOE NEYEHNE.
BHuMaTenbHo NpoyTUTE W CREAYITE MHCTPYKLMSAM, YKa3aHHbIM B PYKOBOACTBE MO0Jb30BATENS W UHCTPYKLIMAX-
BK/1aJplLLax K TECT-NOS0CKAM U KOHTPOJIbHbIM PacTBOpaM.
WNHheKumoHHBI puck: KpoBb YenoBeka IBNSIETCS NOTEHLMAbHBIM MCTOYHUKOM PacnpocTpaHeHns nHdekumm. He
J0NyCKanTe BO3LENCTBMS 3arpsi3HEHHbIX KOMMOHEHTOB Ha APYriX NoAei.

YTUAN3UPYIATE MCMOJIb30BAHHYIO TECT-NOMOCKY KaK MH(ULMPOBAHHbIE OTXOAbI B COOTBETCTBUM C TPEGOBAHUAMM
LENCTBYIOLLEro 3aKOHOAATENbCTBA.

‘
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CopepXxumoe ynakoBKu

KapToHHas ynakoBKa COAEPXMT TYOYC C TECT-NONOCKAMU 1 MHCTPYKLMU-BKNAAbIWK. Ha ynakoBKY HaHeceHa MapKMpoBKa
B BuAe 11-3HaYHOr0 KaTanoXHOro Homepa. KatanoxHble HOMepa HiKe COOTBETCTBYIOT YKa3aHHOMY KONMYECTBY TecT-
NosI0CoK:

® (07819366XXX* — 10 TecT-nonocok AKKy-Yek NHCTaHT

® 07919404XXX* — 100 TecT-nonocok AKky-Yek MHCTaHT

*XXX 0603Ha4aeT TPEX3HAYHbIN SA3bIKOBOI KOA, MEHSIOLLMIACS B 3aBUCMMOCTM OT 513blKa MapKMPOBKHA.

YTunusaums ¢ 6bITOBbIMI 0TX0AaMU AONYCKAETCS ANS JI06bIX KOMMOHEHTOB, HAXOASALWMXCS B YNAKOBKE. YTUIN3upyinTe
CMONb30BaHHbIE TECT-MOMOCKM COrAcHO TPeBOBaHNAM AENCTBYIOLLEr0 3aKOHOAATeNbCTBA. ECAN y BAC BO3HWKIIN BOMPOCHI,
06paTuTech B VIHHOPMALIMOHHBIN LEHTP.

XpaHeHue NPUMEHEHUE U TPAHCNOPTMPOBKA TECT-NON0COK

Ecnu nepen nepBbIM UCMOMb30BAHUEM TECT-NOMOCOK Bbl 3aMETUAN, YTO TY6YC OTKPLIT MW MOBPEXAEH, ECAIN KPbILLKA
3aKpbITa HE NOSHOCTBHO, EC/N 3aMETHBI Kakne-Noo NOBPEXAEHUS KPbILIKW Uamn Ty6yca, Uin ecin YTo-To MeLlaeT
MNOTHOMY 3aKPbITUK KPbILLKH, HE UCNOAb3YIATE TECT-N0A0CKU. 06paTUTECH B IH(OPMALMOHHBINA LEHTP.

XpaHuTe TecT-nonockn npu Temneparype ot 4 1o 30 °C. He 3amopaxuBaiiTe TECT-MOAOCKM.

MpumeHsiATe TeCT-NONOCKK Npn Temnepatype oT 4 go 45 °C.

MpuMmeHsiiATe TecT-nonocku npu BnaxHocTn ot 10 10 90 %. He xpaHuTe TECT-MONOCKMN B XXapKOI 1 BNIAXKHOI cpeae
(Hanpumep, B BaHHOI KOMHATE UMW Ha KYXHE).

XpaHuTe Hencnosnb3oBaHHbIE TECT-MOMOCKM B NIOTHO 3aKPLITOM OPUrMHALHOM TY6YCe C TECT-NONOCKAMM.

MnoTHo 3aKpbiBanTe TY6yC C TECT-NONOCKAMI CPa3y e NOC/e U3BAEYEHUS U3 HErO TECT-MOOCKM, YTOObI 3aLLUTUTD
TECT-N0IOCKM OT BJiaru.

Wcnonb3yitTe TECT-NOMOCKY CPpasy Xe nocne 13BfeyeHns ee u3 Tybyca ¢ TeCT-nosiockamu.

ECnu CpoK rofiHOCTM TECT-MNOMOCOK UCTEK, HEOBXOAMMO MX YTUAN3MPOBATD. [1PY MCMOb30BAHNN TECT-MOOCOK C
UCTEKLLMM CPOKOM FOAHOCTYM BO3MOXKHO MOJTyYeHNE HEBEPHbIX Pe3ynbTatoB. CPOK rOAHOCTY HaneyaTaH Ha ynakoBKe
TECT-NOMIOCOK W ATUKETKE Tybyca C TECT-MONOCKAMM PSJOM C CUMBOJIOM £ . [pY NPaBMIIbHOM XpaHeH!n U
NPUMEHEHUM TECT-MOJIOCKN MOXXHO UCMOMb30BATh [0 HaneyaTaHHO! AaTbl OKOHYaHUS CPOKA roAHOCTU. 3TO OTHOCMTCS
K TECT-M0JI0CKAM W3 HOBOI0, HEBCKPLITOrO Ty6yca C TECT-NOSI0CKAMU 1 K TECT-MOI0CKaM W3 Tybyca C TECT-NosocKamu,
YXKE OTKPLITOrO MOJIb30BATENEM.

Wcnonb3yiTe TECT-MONOCKY TONbKO OAMH pa3. TeCT-NonocKu npefHasHayeHbl TONbKO Ans OAHOKPATHOro
1CNOMb30BaHMS.

TpaHcnopTMpoBaTb TECT-NOMOCKM B COOTBETCTBUN C NPaBUIAMM XpaHEHUS.

BbinonHeHne n3mepeHus ypoBHSA rOK03bl KPOBU

CnepyiiTe MHCTPYKLMAM MO MOAYYEHNIO 06pasLia KPOBY 11 MPOBEAEHNI0 M3MEPEHUS, YKa3aHHbIM B PYKOBOZCTBE
NnoNb30BaTeNs rMOKOMETPA.

WHTepnpeTaums pe3ynbTaToB U3MEPEHUS

HopmanbHbI ypoBeHb IH0KO3bl KPOBM HE CTPaAaloLLEero AnabeTom B3pOCoro YeNoBeKa He NPEeBbILAET HATOLLAK

5,6 Mmonb/n." HopmanbHbIid YpOBEHb MNOKO3bl KPOBK HE CTPafatoLLero AnabeTom B3pOCNoro YenoBeka yepes 2 yaca nocne
e[ibl He NPEeBbILIAET 7,8 MMOJIb/M, 4TO MOXHO ONPEAENUTb, HanpyUMep, NP NOMOLLM NEPOPaNbHONO FK030TONEPAHTHOIO
TecTa (NITT), npeaycmatpuBatoLLLero npueM 75 r rnoko3bl.> Kputepuem Anst AnarHocTuKK amabeTa y B3pochbix

CNYXXNT YPOBEHb NIOKO3bl KPOBY HATOLLAK He MeHee 7,0 MMOJIb/N, NOATBEPXKAEHHDIN B BYX TecTax."** CocTosHMe
B3POCNbIX C MOKa3aTenem ypoBHs MMIOKO3bl KPOBYW HATOLLAK OT 5,6 40 6,9 MMONb/N ONPeAeNsieTcs Kak HapyLueHue
IMUKEMIN HATOLLAK (NpefLanabeTmyeckoe cocTosiHue).! CyLiecTBYIOT U Apyrie AMarHocTMYecKne Kputepum auaoera.
06paTuTech K nevalemy Bpayy, 4To6bl ONPeAenuTb HanMyne unmn OTCYTCTBUE Y Bac avaberta. [ns niogen ¢ caxapHbiM
Anabetom: [TPOKOHCYNBTUPYINTECH C NleYaLLM BPayoM ANs ONpeaeNieHns Ballero MHANBMAYanbHOro AnanasoHa
KOHLIEHTpaLWiA THOKO3bl KPOBW. BbINONHANTE KOPPEKLIMIO HU3KOTO UK BICOKOrO YPOBHS MMHOKO3bl KPOBM, PYKOBOLCTBYSCh
pekoMeHauMsMmM fievallero Bpava.

HeoObl4yHbIE pe3ynbTatbl U3MEpPEeHUsd

Ecnu Ha fmcnnee rniokometpa oto6paxkaercs LO, BeposTHO, YPOBEHb FHOKO3bl KPOBM Hke 0,6 MMONb/T.
Ecnun Ha aucnnee rnokomeTpa otobpaxkaeTcs HI, BeposTHO, ypOBEHb MMHOKO3bl KPOBY BbiLLe 33,3 MMOSb/N.
[ins nonyyeHus noApo6HON MHGopMaLMm 0 Coo6LLEHNSX 06 OIMOKAX CM. PYKOBOACTBO MOSIb30BATENS.

/A MEPA NPEAOCTOPOXXHOCTU

Puck cepbesHoro speaa ans 340p0Bbs

HuKoraa He UrHOPUPYITE CUMMTOMbI U HE BHOCUTE CYLLECTBEHHbIX M3MEHEHWI B TEpaniio caxapHoro Anabera, He
MOCOBETOBABLLICH C NIEYaLLM BpayoM. ECv peynbTar M3MepeHisi YPOBHS MIH0K03bl KPOBYU HE COOTBETCTBYET Ballemy
CaMOYyBCTBMIO, BbIMOSHUTE CAEAYIOLNE [EiCTBUS:

e [loBTOPUTE M3MEPEHNE YPOBHS FIOKO3bI KPOBM C HOBOW TECT-MONOCKOIA.
® BbINOSHUTE KOHTPOJIbHOE M3MEPEHIE TaK, KaK OMMCaHO B PYKOBOACTBE NO/b30BaTENS.
o (GpatuTeCh K PYKOBOACTBY M0/b30BaTENS /i MOMYYEHUs MHCHOPMALN O APYTUX MPUYMHAX.

Ecnv Bawwy CUMNTOMbI MO-MPEXHEMY He COOTBETCTBYIOT Pe3ysibTaTaM U3MEpPEHMs! YPOBHS [II0KO3bl KPOBM, 06paTUTECh
K NieyatLiemy Bpady.

Jlnana3oHbl KOHTPOJIbHbIX 3HAYEHWI AN KOHTPOJbHbIX PacCTBOPOB

AKKyY-Yek UHCTaHT

Control 1 (KoHTponbHbIN pacTBop ypoBHs 1): 1,7—3,3 MMonb/n
Control 2 (KOHTponbHbIN pacTBOp YpoBHs 2): 14,0—-19,0 Mmonb/n
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BHMMaHUI0 Neyallero Bpaya

CmcTeMy MOXHO UCMOAIb30BATL B MECTAX MEAMLMHCKOr0 06C/Y)XMBAHWS HACENEHNS, TaKNX Kak BPaueOHble KabUHETH,
06LLKe nanatbl, NPy NOAO3PEHUM HA CaxapHblil ANAGET, @ TAKKE B SKCTPEHHbIX CyYasX.

MonyyeHue u noaroToBKa 00pa3ua neyawum Bpayom

o [lpn ucnonb3oBaHn rMOKOMETPOB AKKY-Yek UHCTaHT 1 AKky-Yek WHcTaHT C Bceraa npuaepxmuBantech
06LLENPUHSTBIX NPaBKA N0 06PALLEHMIO C NPeaMETaMI, KOTOPbIE MOTYT ObiTb 3arpsi3HEHbI GVMONOrMYECKNM MaTepUanom
yenoBeka. [puaepXXMBaNTeCh MPaBMA rMrMeHbl U Mep NPefoCTOPOXKHOCTY, YCTAHOBNIEHHBIX B BaLLE nabopaTopun unm
YUPEXAEHNN.

[ins n3mepeHunst ypoBHS r0KO3bl KPOBM TPEOYETCS Kanns Kposu. MoXXHO 1MCMOb30BaThb KanuiisipHY KPOBb.
Ncnonb3oBaHne BEHO3HOW, apTepuanbHON UK HEOHATaNbHOW KPOBW A0MYCKAETCS, €CNK ee 3a60p OblN BbINOMHEH
JleyaLyim Bpayom.

Mepen B3ATUEM W HAHECEHNEM 00pa3Lia KpoBM Ha TECT-MONOCKY He 3abyabTe 0UMCTUTb CUCTEMY BHYTPUAPTEPUANIBHOMO
BBEAEHNS.

CncTtema MenbITbiBaIaCh C HEOHATANIbHON KPOBbH. COrNacHo npasunam Hafexxallel KNMHUYECKO NPaKTuKu,
OCTOPOXXHOCTb PEKOMEH/IYETCS NP MHTEPNpeTaLMm NoKaaTenen ypoBHS rMOK03bl HEOHATANbHON KPOBU HIDKE

2,8 mmonb/n. Cobntofante NPUHATbIE B BALLIEM YYPEXAEHUM PEKOMEHAALMM N0 aMOYNaTOPHOMY NEYEHMIO
HOBOPOX/EHHbIX C KPUTUYECKUMI NMOKA3ATENSAMU YPOBHS [TIHOKO3bl KPOBU.

[nsa cBeAeHUs K MUHAMYMY 3dheKTa MIMKONU3a N3MepeHNe KOHLLEHTPALMM [MI0KO3bl B BEHO3HOM UMK apTepuabHOi
KPOBU JO/KHO MPOBOAMTLCS He Nno3aHee 30 MUHYT nocne 3abopa KpoBMu.

He nonyckainTte 06pa3oBaHusi BO3MYLLUHbIX NY3bIPbKOB B MUMETKAX.

JlonyckaeTcs npuMeHeHne 06pasLoB KanunaspHON, BEHO3HOW U apTepuanbHO KPOBM C COLEPXKaHUEM CNeayHLLnX
AHTUKOAryNIAHTOB MM KOHCEPBAHTOB: I TA, NUTUS UNK HATPUs renapuHaT. AHTUKOArynsaHTbl, CoAepXalle nogoaerar
unu Topua, He PEKOMEHAYHTCS.

I'Iepe,u N3MepeHnem oxnaxaeHHbole OﬁpaSLl,bI Heoﬁxop,mmo MeANEeHHO N0BeCTN A0 KOMHaTHOM Temnepartypbl.
LononHutenbHasa uHgopmauua ang nevawlero Bpaya

Ecnu pesynbTaT n3mepeHust YpOoBHsi MoKO3bl KPOBI HE COOTBETCTBYET KIMHIYECKOI CUMMTOMATIKE NaLyeHTa uim
KaXETCS CINLLKOM 3aBbILLIEHHBIM WU/ 3aHUKEHHbIM, BbIMOHUTE KOHTPObHOE M3MEPEeHUe. ECin KOHTPOsbHOE N3MepeHie
MoATBEPXKAAET, YTO CUCTEMA UCTIPABHA, NOBTOPUTE U3MEPEHINe YPOBHS TMHOKO3bl KPOBU. ECNIU pe3ynbTaT NoBTOPHOO
U3MEpPEHUs! YPOBHS FTIHOKO3bI KPOBI MO-MPEXHEMY KXKETCS HEOObIYHbIM, CReAyiTe PEKOMEHAALMAM YUPEXKAEHUS.
YTUNU3UpYiATe COLEPXKIMOE YNaKOBKI COMNIacHO NpaBunaM yupexaeHuns. 3yunte MecTHble NOCTaHOBNEHNS, NOCKOJbKY B
pasHbIX CTPAHaX OHW MOTYT Pa3nnyaThes.

HekoTopble COCTOSHWSA 11 3a60M1EBaHMSt MOTYT CTaTb NPUYMHON HENPABUNBHOIO Pe3ynbTaTa N3MEePEeHNst YPOBHS MHOKO3bI
KpoBu. Ecnn Bbl 3HAETE, YTO K BaM MPUMEHUMO OJHO U HECKOMBKO W3 CEAYHOLLMX COCTOSIHUN 1 3a60N1EBaHNIA, HE
1Cnonb3yiiTe TECT-NONOCKY. ECAN Bbl He YBEPEHbI, KACAKOTCS NI BAC KakKue-nubo 13 3TUX COCTOSIHUIA 11 3a60/1eBaHNI,
06paTUTECH K Nlevallemy Bpavy.

e YpoBeHb MNnA0B (TpUrnMuepuaos) > 20,3 MMObL/N MOXET NPUBOAUTL K 3aBbILLEHUIO PE3YNLTATOB U3MEPEHMS YPOBHS
TTH0KO3bl KPOBM.

He ncnonb3oBaTh CUCTEMY BO BpEMS TECTa abCOPOLMN KCUO3b.

He ncnonb3oBatb CUCTEMY, ECIIU Bbl MONYYaETe BHYTPUBEHHOE BBEIEHNE aCKOPGUHOBOIA KUCNOTbI.

Mpn HeAOCTATOYHOCTM NEpPUEPUYECKOro KPOBOOGPaLLLEHNs COOP KanunNSPHOA KPOBW 13 YTBEPXKAEHHbIX ANs 3TOr0
Y4YaCTKOB HE PEKOMEHAYETCS, MOCKOMbKY Pe3ynbTaTbl MOTYT HE OTPaXXaTb UCTUHHbIN (IU3MONOrMYEeCKIiA YPOBEHb
[K0KO3bl KPOBW. ITO BO3MOXKHO NpW CReaytoLmx 06CTOSTeNbCTBAX: THKenas Aernaparaums, 06ycnosneHHas
1abeTNYecKNM KeToawuma03oM Uam runepriankeMmnyecknm runepocMonsipHbIM HEKETOHEMIUYECKIM CUHIAPOMOM,
rMNOTEH3MS, LLIOK, IEKOMMNEHCUPOBaHHas CepeyHas HeaoCcTaToMHOCTb 4-ro knacca no NYHA nunm oKKno3noHHoe
nopaXkeHue nepuepuyecknx apTepuanbHbIX COCyaoB.

[emaToKpuT [0MKEH HaX0AMTLCS B AuanasoHe oT 10 a0 65 %. Ecnu Bbl He 3HAaeTe CBOW reMaToKpUT, 06paTUTECh K
CBOEMY NeyaLlemy Bpavy.

WcnbiTaHus cucTeMbl NPOBOAMANCH Ha BbICOTE Haf ypoBHEM Mops A0 3094 meTpoB. He ncnonbayiite cuctemy Ha
BbicoTe 6osiee 3094 MeTPOB Haf YPOBHEM MOPS.

Paboune xapakTepucTKu

Cuctema Akky-Yek MHCTaHT cooTBeTCTBYET TpeboBaHuam ctanaapta ISO 15197:2013 (TecT-cuctembl Ans AUArHOCTUKM

in vitro — TpeboBaHMs K CUCTEMAM MOHUTOPKHIA FTIHOKO3bl B KPOBMW 11 CAMOKOHTPONS NPU IEYEHNI CaxapHoro Auabeta).
KanuGpoBKka 1 npocnexvwBaemocTb: B KauecTBe KanmbpoBOYHOr0 CPEACTBA NPN KANMOPOBKE CUCTEMbI (TIIOKOMETD

11 TECT-NOJIOCKM) UCMOJb3YETCS BEHO3HAS KPOBb C Pa3fIMyHbIMI KOHLIEHTPALMAMN [TI0KO3bI. PepepeHTHbIe 3HaYeHNs
ONPEeLeNnstoTCs reKCOKMHA3HbIM METOAOM, KOTOPbIN Kanubpupyetcs metonom ID-GCMS. MeTog, ID-GCMS siBnsietcs MeToaom
HaMBbICLLEro METPOJIONYECKOro KayecTsa (MOpsika) U COOTBETCTBYET nepBuyHbIM TpeboBaHuam ctaHgapta NIST (traceable
(NpocnexusaemocTb)). 3Ta LLenoyKa no3BoNsAeT NOATBEPAUTL COOTBETCTBUE TpeboaHuam ctanaapTa NIST pesynsraTos
M3MEPEHUIA C KOHTPOJIbHBIMI PACTBOPaMMU, NPOBELEHHbIX C MOMOLLBIO TECT-MOMOCOK.

HwXHsa rpaHuLa NOKa3aHuiA (CamMblii HU3KMIA 0TOOpaXKaeMblil noKasatenb): 0,6 MMONb/N NS TECT-MONOCKM
JLlmana3oH namepeHui cuctembl: 0,6—33,3 mmonb/n

06bem odpasua: 0,6 MKn

Bpemsi usmepenuns: <4 cekyHp
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TOYHOCTb CUCTEMDI:
JlaHHbIe 0 TOYHOCTW CUCTEMbI NPY KOHLIEHTPALMK [THOKO3bI HUXKE 5,55 MMOJb/N

B npeaenax =0,28 mmonb/n | B npepenax =0,56 mmonb/n | B npepenax +0,83 mmonb/n

153/162 (94,4 %) 162/162 (100 %) 162/162 (100 %)
JlaHHble 0 TOYHOCTW CUCTEMbI NMPU KOHLLEHTPALMK FNHOKO3bl, PABHOW UM Bbile 5,55 MMOAb/N

B npegenax =5 % B npegenax =10 % B npegenax =15 %

341/438 (77,9 %) 435/438 (99,3 %) 438/438 (100 %)

JlaHHbIE 0 TOYHOCTM CUCTEMbI MPY KOHLEHTPALMK [I0KO3bI 0T 2,2 MMOAL/N A0 26,7 MMOAb/N

B npegenax +0,83 mmonb/n unu B npegenax =15 %

600/600 (100 %)
MoBTOpPSiIEMOCTD:
gﬁ:f;fﬁe monb/n] | 2,3 47 7,6 12,0 19,6
g:s;gjg:;'ge [mons/n] | 0,1 0,1 0,2 0,3 0,5
KoadpcpuumeHT Bapuaumm [%] — — 2,2 2,5 2,4
MpomeXyToyHas NPeyn3NOHHOCTD:
CpeaHee 3HayeHue [Mmonb/n] 2,6 6,6 16,6
CtaHpapTHOe OTKINOHeHue [Mmonb/n) 0,1 0,2 0,3
KoathdmupmeHT Bapmaumm [%] — 2,9 2,0

OueHKa TOYHOCTM Nonb3oBaTenem: Penpe3eHTaTUBHOE UCCNEN0BaHNE OTHOCUTENIBHO YPOBHS IHOKO3bl B 06pasLe
KanunnsipHoON KPOBU N3 KOHYMKA NasbLia, NpoBeaeHHoe cpeaun 101 06bl4HbIX JIOAEN C UCNONb30BAHNEM CUCTEMbI KOHTPOJIS
YPOBH$ 71H0K03bl KPOBU AKKY-Yek VIHCTaHT, nokasasno cneayloLime pesynbsrarbl:

e [lpn KOHLEHTpaLWUK FMOKO3bl HKe 5,55 Mmonb/n 100 % pe3ynsTaToB U3MEPEHWIA HAX0AMNOCh B Npeaenax
+0,83 MMOJIb/N pe3yNbTaToB U3MEPEHNIA, NONYYEHHbIX Na6OPAaTOPHBIM METOAOM.

e [lpn KOHLEHTPALWMK [TIOKO3bI, PABHOI WK Bbllle 5,55 MMonb/n, 96,7 % pe3ynbTaToB M3MEPEHI HAX0AUIOCh B
npeaenax +15 % pe3ynsTaToB U3MEPEHNIA, NOJTyYEeHHbIX Na6oPaTOPHbIM METOA0M.

MpvHumn n3mepenust: Cogepxaluuiics B TecT-nonocke epmeHT, FAD-3aBucumas rmoko3opernaporeHasa (GDH),
BbIp@XeHHas B A. oryzae, NpeBpaLLaeT roko3y 06pasLoB KPOBY B IMHOKOHONAKTOH. Pe3ynbTaTtom 3TN peakLmm sBnseTcs
6e3BpEaHbIN ANEKTPUYECKNI CUTHAJ MOCTOSHHOMO TOKA B MIOKOMETPE, MCMOMb3YEMbIN 1S BbIYNCNEHNS KOHLEHTpaLN
I7I0KO3bl KPOBW. XapakTepucTUKN 06pasua 1 cpeabl M3MepeHnst KOHTPOAMPYIOTCSA MNP NOMOLLM CUrHaN0B NOCTOSHHOMO W
NEepPEMEHHOr0 TOKa.

lMonyyaemblii C NOMOLLIO 3TUX TECT-MOIOCOK PE3yNbTaT COOTBETCTBYET KOHLIEHTPALMW [OKO3bl KPOBU B Ma3Me COrNacHo
pekomeHaaumsm MexayHapoaHon theaepaumn KNMHAYECKON Xumin 1 nabopatopHon MeamumHbl (International Federation
of Clinical Chemistry and Laboratory Medicine, IFCC).> Mo3Tomy rntokoMeTp 0TOOpaXXaeT KOHLEHTpaLWK FOKO3bl KPOBY,
COOTBETCTBYIOLLME MNa3Me, XOTS Ha TECT-MONOCKN BCeraa HaHOCUTCS LieNbHAs KPOBb.

CocTaB peareHTac

Menauarop 6,6 %
FAD-GDH chepmeHT 21,3 %
bydep 22,6 %
Crabunusatop 2,3 %
BeulecTtBa, He BCTYNaroLLImMe B PeakLUyio 47,2 %

oMuHUMaNbHOE COAEPXKaHNe Ha MOMEHT U3rOTOB/EHNS

Mpumeyanue: [ins noyyeHns CnpaBoYHON MHoPMaLMn 1 paclund)pOBKIM NCMONb30BAHHBIX CUMBOJOB 06PATUTECH B KOHEL,
JIaHHON NHCTPYKLMM-BKNablLLa.
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HaGopbi Ans BbINOSIHEHUSA KOHTPONIbLHOrO U3MEPEHUs U TECTOB Ha

JINHENHOCTb (€CNK JOCTYMHbI)
KoHTpOnbHbII pacTBop AKKy-Yek MIHCTaHT — CM. MHCTPYKLMIO-BKNAAbILL YNaKoBKI KOHTPOJbHOMO pacTaopa.

Habop ans BbINONHEHUS TECTOB HA NMHEMHOCTb AKKY-YeK MIHCTAHT — CM. MHCTPYKLMIO-BKNAAbILL YNAKOBKU TECTOB Ha
JINHENHOCTb.

[ins nonyyeHns fONONHNTENbHON MHGOPMALWN NOCETUTE Hall Be6-caiiT www.accu-chek.com nnu obpartutech B
WNH(opMaLMOHHbIN LIEHTP.

YBepomneHve 0 cepbe3HbIX UHLMAEHTAX

JIna nauneHTos/nonb3oBaTenen/TpeTbix L, NpoXxmsaoLLmx B EBponeiickom Cot3e 1 CTpaHax ¢ MAEHTUYHON CUCTEMON
HOPMATUBHOTO PErYNIMPOBAHNS: B Cly4ae CepbesHOro MHLMAEHTA, NMPOM3OLLEALIEro BO BpeMsA NGO B pe3ynbrate
1CMOMb30BaHNA HACTOSALLLEr0 U3ENNS, MPOCKM Bac YBEAOMUTb 06 3TOM MPOU3BOAUTENS U COOTBETCTBYIOLLME KOMMETEHTHbIE
opraHbl B BalLieii CTpaHe.

MapkupoBka

MapkunpoBKka noTpebUTENbCKON YNAKOBKM COAEPXMT CReaytoLLyto HopMaLmIo:
e HaumeHoBaHve nsgenus

e HaumeHoBaHue, aapec Nponu3BoAUTENS

e (TpaHa nponcxoxaeHus

e Homep no katanory

e Kopg naptum

e (Cpok rogHocTu (1cnonb3oBath A10)

e Jlata U3roToBNieHus

e KonnyecTBO M3AENUI B YNaKOBKe

e Ycnosus xpaHeHus (Temneparypa)

e YKasaHue Ha UCMoNb30BaHue «ansg AMarHoCTUKY in vitro»

e CumBon «M3pnenne npegHasHayeHo Ans CaMoTeCTUPOBaHNS»

e CumBon «/3pnenne npegHasHayeHo Ans MCCnesoBaHns no MecTy NeYeHms»
®  YHUKanNbHbIA NAEHTUDUKALMOHHDIA KOJ, MEANLIMHCKOTO N3aenns

e 3Hak CE-mapknpoBKu

e 3anpeT Ha NOBTOPHOE NPUMEHEHMNE

e HammeHoBaHme 1 afpec ynojHOMOYEHHON OpraHu3aLmm, umnopTepa

e Homep v jara perucTpauyroHHoOro yA0CTOBEPEHUS

FapaHTMiHbIE 00513aTEeNbCTBA

Mpou3BoauTENb HECET OTBETCTBEHHOCTD 3a PAGOTY M3MENMIA TOMBKO B CyYae UX NPaBUIbHOTO UCMONb30BaHMS
B COOTBETCTBUM C MHCTPYKLMEN, @ TAKXE COOMIOAEHNS NPaBUN XPaHEHUS 11 TPaHCTIOPTMPOBKN. M3aenus cneayet
CMONb30BATh /10 MCTEYEHNS! CPOKA FOHOCTM, YKA3aHHOrO Ha YNakKoBKe.

MpaBuna npepocTaBneHns peknamauum (NpeTeH3ni)

MopsAgoK NpeabsBeHNs peKnamauin i 0TBETOB HA HUX PEryAUPYETCS rPaXAAHCKUM NpaBoMm. o Bcem Bonpocam,
CBSA3aHHBIM C 06CNY)XKMBAHUEM U3AENNS, HEOOXOLNMO 06pATUTLCS K YNOJHOMOYEHHOMY NPEACTABUTENIO NMPOU3BOAUTENS B
P® (ynonHomoyeHHas opraHusawms)**.

WNHdopmaumio 0 He6NaronpusTHbIX COBbITUAX (MHLMAEHTAX), CBA3AHHBIX C MPUMEHEHNEM MEANLIMHCKOIO U3AEenus,
Heo6X0AMMO HanpaeNsTb NPON3BOAUTENIO /UK YNOHOMOYEHHOMY NPELCTABUTENIO NPon3BoaUTENs B PO
(YMOMIHOMOYEHHOI OpraHu3aumm)**.

YnonHoMo4eHHbI npeacTaBuTenb Npon3soautens B Poccunckon
depepauyuu (ynoIHOMOYEHHAA OpraHu3auuns)**, umnoprep

[Ins nonyyeHns SONONHUTENBbHON MH(hOPMALWN MOCETMTE Haw Be6-cailT www.accu-chek.com muan o6patuTech B
WNHhopMaLMOHHbIN LEHTP.

000 «Pow Anatetec Kea Pyc»

lOpuanyecknin agpec: 107031, Poccusi, MockBa, Tpy6Has nnowap, 4. 2, nomelleHue |, komHata 42 b

MoytoBbin agpec: 115114, Poccus, MockBa, JleTHUKoBCKas ynuua, A. 2, ¢Tp. 3

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

WNHhopMaLMOHHbIN LEHTP:

8-800-200-88-99 (6ecnnaTHo 15 BCeX permoHoB Poccun),

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

Be6-cant: www.accu-chek.ru

**YNONHOMOYEHHbI NpefcTaBuTeNb Npou3soanTens B Poccuinckon Gepepauum (ynoaHOMOYEHHAs OpraHn3auus) — aTo
OpraHu3aums, ynojHoMo4eHHast NpOM3BOAUTENEM (M3rOTOBUTENEM) NPOU3BOANTL PEMOHT, TEXHUYECKOE 00CNYXUBAHME N
MPUHAMATb peKnamaLyu (MpeTeH3nmn) OT MoKynaTenen Ha Tepputopun Poccuiickoin deaepauym.

KoHTtakTHas uHcpopmanms gns ctpad EAIC
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Pecny6nuka Kasaxcras Kbiproiackas Pecny6nuka

YN0SHOMOYEHHbIN NPeaCcTaBuTeNb TenedhoH ropsyeit nuHmum: 00 800 0000 0808
npou3BoAMTENS (YNONHOMOYEHHas Pecny6nuka ApmeHus

opraHusauus): TOO «Poww KazaxcTaH», TenedoH ropsueit nuHmm: 00 800 0000 0808
A26A3D8, r. Anmarbl, Meeyckuii paioH, Pecny6nuka Genapycb

ynuua Jlyraxckoro, A. 137, bLL «KepyeH», TenedhoH ropsiuel avHAm: 8 820 0071 1000
Ten: +7 727 321 24 24 NOCNEAHASA PEAAKLUSA: 2021-09

TenechoH ropsuen nunun: 8 800 200 88 89

References / Bibliographie / Cnucok nutepatypbl
aslpoll

1. American Diabetes Association. 2. Classification and Diagnosis of Diabetes: Standards of Medical Care in
Diabetes-2021. Diabetes Care. 2021 Jan; 44 (Suppl. 1): S15-S33.

2. American Diabetes Association website: Diagnosing Diabetes and Learning about Prediabetes. http://www.diabetes.org/
diabetes-basics/diagnosis/. Accessed April 22, 2019.

3. IDF Clinical Guidelines Task Force. Global guideline for Type 2 diabetes. Brussels: International Diabetes Federation,
2012.

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).

5. D’Orazio et al.: “Approved IFCC Recommendation on Reporting Results for Blood Glucose (Abbreviated);” Clinical
Chemistry 51:9 1573-1576 (2005).

Consult instructions for use or consult electronic instructions for use / Consulter les
instructions d’utilisation ou consulter les instructions d’utilisation en format électronique /
06paTuTeCh K MHCTPYKLMSIM M0 UCMOMb30BaHII0 B BYMaXKHOM WAW 3NEKTPOHHOM thopmate /

g psSI3l pladiw3l Glslby] galy ol plaaiwdl Glslb)] galy

Caution, refer to safety-related notes in the instructions for use accompanying this product. /
Attention, se référer aux consignes de sécurité figurant dans les instructions d’utilisation du
A produit. / OcTopoxxHo! 06paTUTECH K MHCTPYKLMAM N0 UCMONb30BaHUIO. /
l3g dadell pladiwdl Ololi] 9 89)lg)l dodudl Olslj] @aly cauis
- adioll

Temperature limit / Limite de température / TemnepaTypHblii AnanasoH /
Bylpall dajo aa

Use only once / A usage unique / 3anpeT Ha NoBTOPHOE NpUMEHEHNE /
a8 5aalg dpa) pladiwl

/ Use by (opened / unopened) / Date de péremption (entamé / non entamé) / icnonb3oBatb 10
8 g (BCKpbITast / HEBCKPbITas ynakoska) /

(dalso gl dagidn) Lin pladiwl allo

All components of the pack can be discarded in domestic waste. Discard used test strips
according to local regulations. / Tous les composants de la boite peuvent étre éliminés avec
les ordures ménagéres. Eliminez les bandelettes réactives usagées conformément a la
’D réglementation locale en vigueur. / YTunusauus ¢ 6bITOBbIMM 0TX0aMI 0NYCKAETCS ANs

®

JI06bIX KOMMOHEHTOB, HAXOAALLMXCS B YNAKOBKE. YTUIU3MPYATE UCMONb30BAHHDBIE TECT-
MOMOCKM COrNacHo Tpe6oBaHMUAM LeNCTBYHOLLEr0 3aKOHOLATENbCTBA. /

-dyjiell dolasll (9 lgilal] JAa (o dd=ll Glgine 2ran (o yaldll 1Sy
duaoll dpoaiill ajlgl 86q dlasiuall jUiaSI biluh (o (olai

Date of manufacture / Date de fabrication / [lata usrotosnexus /
Jaill Ayl
In vitro diagnostic medical device / Dispositif médical de diagnostic in vitro / MeguumHckoe
IV D n3nenne Ans AMarHocTUKIA in vitro /
pwnl a)a dygauell Olu=ll yassds o133 b jlga
® Device for self-testing / Dispositif d’autodiagnostic / i3aenue npegHasHayeHo ans
m camoTecTupoBaHus /
GV yanall jlga
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Device for near-patient testing / Dispositif de diagnostic prés du patient / 3nenue
NpeLHA3HaYeHo AN1s UCCNes0BaHus o MEeCTy NieyeHus /

dypppull dyle ] @i 6 Uanall jlga

Manufacturer / Fabricant / srotosutens (npoussonuTens) /
A=)l dsS pid|
Unique device identifier / Identifiant unique du dispositif / YHuKanbHbIn naeHTUHUKALNOHHbIA
U DI KO, MEZVMLIMHCKOr0 uapenus /
461 jlgall )0
RE F Catalogue number / Numéro de référence / Homep no karanory /
29lisJl 8
S N Serial number / Numéro de série / CepuiiHblii Homep /
Gludwi] 8 gl
L OT Batch code / Numéro de lot / Kog naptum /
d=84J1 5gS

Complies with the provisions of the applicable EU Legislation / Conforme aux exigences
en vigueur fixées par la législation européenne / OTBe4aeT Tpe6OBAHNAM MPUMEHNMbIX
3aKoHoaaTenbHbIx aktoB EC /

(291931 S aidl (8 Lo Jgezall gupil| plSal go Libleiy

Lygw / glsgull / (3331 / poo [ $aaiall dupell Sl / upad] / &9 g2ull
ap Ub Cuwl Jawe pS guinbs ybg)

Tel: +971 (0) 4 805 2222

www.rochediabetescareme.com

clilgs (9 Saizall Ubgy JiSgs Juail of

Roche Diabetes Care South Africa (Pty) Ltd.
Hertford Office Park, 90 Bekker Road
Vorna Valley, 1686

South Africa

Tel: +27 (11) 504 4600

Email: info@accu-chek.co.za
www.accu-chek.co.za

C €ozs IVD

Roche Diabetes Care GmbH Ul (3 pl Lo BS puinbs ybgy
Sandhofer Strasse 116 ) 117 8 gm il £l
68305 Mannheim, Germany Lilali algilo AP0

www.accu-chek.com
www.accu-chek.com

ACCU-CHEK, ACCU-CHEK INSTANT, and AKKY-YEK are trademarks of Roche.
© 2021 Roche Diabetes Care

.Roche logSdoi (jliuylai (jliode lom ACCU-CHEK INSTANT g ACCU-CHEK
© 2021 Roche Diabetes Care
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