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TCCn-CHEK
Instant

TESTS
REF 07819382

00)
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:

AWARNING 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.

A 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.

|A WARNING

j Riskof a serious health incident

| Failure to follow testing instructions or test strip storage and handling instructions can iead to an incorrect test result that
may iead to Improper therapy.
Carefully read and follow Nee 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

+ Ifthe 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 X. Do not freeze the test strips.

+ Use the test strips at temperatures between 4 and 45 °C.
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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 tightiy 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 nextto 4S. The test strips can be used until
Nee 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)." 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 Intwo 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 HI is displayed on the meter, your blood glucose may be over 600 mg/dL (33.3 mmoliL).
For detailed information on error messages, refer to the User's Manual.

A 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 gluojse result does not match how you feel, follow these steps:

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

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

+ Refer to the User's Manual for other causes.

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 heaithcare professionais

+  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
iaboratory or institution.

+ Ablood 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 mmolA.). Follow the recommendations for follow-up
care that have been set by your institution for critical blood glucose values in neonates.

+ Tominimize 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.
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» Capillary, venous, and arterial blood samples containing these anticoaguiants or preservatives are acceptable: EDTA,

lithium heparin, or sodium heparin, Anticoaguiants containing lodoacetate or fluoride are not recommended.
s Refrigerated samples should be brought to room temperature slowly pror to testing.

Additional information for healthcare professionals

¥ the blood glucose result does not reflact the patient's clinical sympoms, or seems unusually high or fow, perform a control
test. If the control test confirms that the system Is working property, repeat the blood giucose test. If the second bicod

glucose result stilt seams unusual, follow fachity guidelines for further action.
Discard components of the pack per facllity guidelines. Consult local ordinances as they may vary by country.

Limitations

healthcare professional.

Certain hesith conditions can lead to an incormect tast 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

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

X peripheral circulation Is impaired, colfection of capiitary 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

circumstancas: Severe deltydration as a result of diabetic ketnacidosis or due 10 hyperglycemic hyperosmolar non-
ketotic syndrome, hypotension, shock, decompensated heart falure NYHA Class N, or peripheral arterial occhusive

Hematocrit shoukd 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 mefers.

Performance Characteristics

back o the NIST standard.

Detection imit 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 mmoll)

The Accu-Chek Instant system complies with the requirements of IS0 15197:2013 (in vitro diagnostic tast systems —
Requirements for blood glucose monitoring systems for seti-testing in managing diabetes mellitug).
Caibration and traceability: The system (metar and test sirips) is calibrated with venous blood containing various glucose
concentrations as a cafibrator. The reference values ane obtained using tha hexokinase method which is calibrated using the
ID-GCMS method. The ID-GCMS method as the method of highest

qualtty (order) is traceable to a primary NIST
standard. Using this traceabliity chaln, the results obtained with these test strips for control solutions can aiso be traced

Sampie 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 20.28 mmol/L) (within £0.56 mmoi/L) (within £0.83 mmol/L)
153/162 (94.4 %) 162/162 (100 %) 162/162 (100 %)
System accuracy resuls for glucose concentrations equal to or greater than 100 mg/dL (equal 10 or greater than
5.55 mmoll)
within 5 % |  witins10% within 215 %
MMB/ETON) | 435438203 %) 438/438 (100 %)

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

within =15 mg/dL or within 2156 %
{within 20.83 mmol/L or within £15 %)

600/600 (100 %)

Format D0 M kor mgstatior Jepose oty
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Repeatability:

mgdy | 419 84.7 137.9 216.3 353.2
Mean value
mmoi] | 23 47 7.6 12,0 196
Standard [mg/dL) 15 2.1 3.1 5.3 84
deviation mmev) | 0.1 0.1 0.2 0.3 0.5
Coefficient of variation [%) _ _— 22 25 2.4
Intermediate precision:
L 46.1 118.4 290.9
Mean value (o]
[mmolL) 26 66 16.6
mg/d 17 34 6.0
Standard deviation (my/dty
[mmoir) 0.1 0.2 0.3
Coefficient of variation [%)] - 29 2.0

Performance assesement by the user: A representative study was performed using the Accu-Chek instant blood glucose

monitoring system evaluating glucose values from fingertip capiltary blood samples obtained by 101 lay persons and

showed the following results:

+  For glucose concentrations less than 100 mg/dL (less than 5.55 mmolL), 100 % of the test resulls were within

£15 mg/dL (within £0.83 mmolAL) of the results obtained through laboratory testing.

s For glucose concentrations equal 10 or greater than 100 mg/dL (equal to or greater than 5.55 mmolAL), 96.7 % of the
test results were within =15 % of the results obtained through laboralory testing.

Test principle: The enzyme on the test strip, a FAD-dependent glucose dehydrogenase (GDH) expressad in A. ory2ae,

converts the glucoss in the blood sample to gluconolactone, This reaction creates a harmiess DC electrical current that

the meter interprets for the biood glucose result. The sampie and environmental conditions are evaluated using AC and DC

These test strips deliver results that comespond to blood glucose concentrations in plasma as per the recommendation

of the International Federation of Chinical Chemistry and Laboratory Medicine (IFCC).° Thevefore, the meter disptays blood

ghucose concentrations that refer to plasma although whole blood is always applied to the test strip.

Reagent compositiona

Mediator 6.6 %
FAD-GDH enzyme 213%
Buffer 228 %
Stabilizer 23%
Non-reactive ingredients 472%
oMinimum at time of manufacture

Note: For an explanation of symbols usad and a Kist of references, refer 1o the end of this package insent.

Control and linearity test kits (if available)

Accu-Chek instant control solution — Rafer $o the control solution package Insert for details.

Accu-Chek instant lingarity test kit — Refer to the linearity tost 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/user2thisd party in the European Union and In countries with identical regulalory regime; if, during the use of
this device or as a result of its usa, a serlous incident has occurred, pleasa report it fo the manutacturer and 10 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 n svezoj punoj kapilamoj krvi iz prsta, diana, podlaktice ill nadlaktice kao pomoc pri nadgledanju efikasnosti
kontrole glukoze.

Accu-Chek Instant test trake sa Accu-Chek Instant i Accu-Chek Instant S aparatom namenjene su za samostainu
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 dijagnostidko
testiranje pored pacijenta od strane strucnog medicinskog osobija u klinickim ustanovama. Strucnom medicinskom osoblju
je dozvoljeno obavijanje merenja i u uzorcima venske, arterijske krvi ill krvi novorodencadi.

Ovaj sistem nije namenjen za dijagnostikovanje dijabetes melltusa niti za testiranje uzoraka krvi uzetih iz pup6ane vrpce
novorodencadi.

Informacije za korisnike

Procitajte ovo uputstvo n pakovanju i uputstvo za korisnika pre nego sto obavite merenje glukoze u krvi,
Ovo uputstvo u pakovanju sadrii upozorenja i mere predostroznostl:
UPOZORENJE ukazuje na predvidivu ozbiijnu opasnost.

PREOOSTR02nOST opisuje mere koju biste trebali preduzetl da biste bezbedno i efikasno koristili proizvod ill sprecili
ostecenje proizvoda.

A UPOZORENJE

Rizik od guSenja
Ovaj proizvod sadrzi sitne delove koji se mogu progutati. Drzite sitne delove dalje od male dece i osoba koje mogu
progutatl sitne delove.

AUPOZORENJE

Rizik od ozbiijnog zdravstvenog Incidenta

Nepridrzavanje uputstava za obavijanje merenja ill uputstava za cuvanje | rukovanje test trakama moze dovesti do

pogresnog rezultata merenja §to moze dovesti do neodgovarajuce terapije.

Paiijivo pro6itajte i sledite uputsh” u uputstvu za korisnika | uputstvima u pakovanju test traka i kontrolnlh rastvora.
Rizik od infekcije: Ljudska krv je potencijaini izvor prenosa infekcije. Izbegavajte iziaganje drugih osoba zagadenim
komponentama.

KoriScenu test traku bacite kao zarazni materijal u skladu sa propisima koji se primenjuju u Vasoj zemiji.

Sadtiaj pakovanja
Pakovanje sadrzi test trake i uputstva.

Sve predmete koji se nataze u pakovanju mozete da bacite sa ostallm smecem. Koriscene test trake bacite u skladu sa
vazecim lokalnim propisima. Ako imate bilo kakva pitanja obratite se svom korisnickom |servisnom centru.

Cuvanje i rukovanje test trakama
Ako je kutija otvorena L ostecena pre nego sto prvi put upotrebite test trake, ako poklopac nije potpuno zatvoren, ako
vidite ostecenja na poklopcu ili kutiji ill ako bilo sta sprecava da se poklopac pravilno zatvori, nemojte koristiti test trake.
Obratite se korisnl6kom i servisnom centru.
Test trake fiuvajte na temperaturama izmedu 4 i 30 @ 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 sto su kupatilo ili kuhinja.
Nekoriscene test trake Cuvajte v originalnoj kutiji test tr*a sa zatvorenim poklopcem.
Odmah 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 pakovanju test traka I na nalepnici kutije sa test trakama pored 62. 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 natest trake iz kutije sa test trakama koju je korisnik vec otvorio.

Test traku koristite samo jednom. Test trake su namenjene samo za jednokratnu upotrebu.
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Izvodenje merenja glukoze u Kkrvi

Za detaijne informacije o uzimanju uzorka krvi | 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).’
Normalnl nivo glukoze za odraslu osobu koja nije obolela od dijabetesa 2 sata posle obroka, npr. simulirano sa 75 g putem
oralnog testa tolerancije naglukozu {OGTT), je manji od 7,8 mmol/L (140 mg/dL).* Kriterijum zadijagnostikovanje diabetes
mellitusa kod odrasle osobe je nivo glukoze nataste od 7,0 mmol/L ill vise {126 mg/dL ili vi8e), potvrden u dva merenja.”"*
Odrasle osobe sa nivoom glukoze nataste izmedu 5,6 i 6,9 mmol/L (1001125 mg/dL), imaju poremecenu glukozu nataste
(predijabetes).’ Postoje i drug! krlterijumi za dijagnostikovanje dijabetesa. Obratite se strucnom medicinskom osoblju kako
biste utvrdili da li bolujete od dijabetesa ili ne. Za osobe obolele od dijabetesa; Obratite se strucnom 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 strucnog medicinskog osoblja.

Neuobicajeni rezultati merenja

Ako je na aparatu prikazano LO, vrednost glukoze u krvi je mozda manja od 0,6 mmol/L (10 mg/dL).
Ako je na aparatu prikazano Hl, vrednost glukoze v krvi je mozda veca od 33,3 mmol/L (600 mg/dL).
Za deteijne informacije o greSkama, pogledajte uputstvo za korisnika.

A PREDOSTROZNOST

Rlzik od ozbiijnog zdravstvenog Incidenta

Nikada nemojte ignorisati simptome LLpraviti zna6ajne promene u terapljl za dijabetes bez razgovora sa struénim
medicinskim osobljem. Ako rezuitat merenja glukoze u krvi ne odgovara stanju kako se ose<bate, uradite sledece;
+ Ponovite merenje glukoze u krvi sa novom test trakom.

+ Obavite kontroino merenje kako je opisano u uputstvu za korisnika.

+ Zadruge uzroke, pogledajte uputstvo za korisnika.

Ako Va8i simptomi | dalje ne odgovaraju rezultatu merenja glukoze u krvi kontaktirajte struCno 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 strucno medicinsko osoblje

Sistem se moze koristiti u strufinom medicinskom okruzenju, kao sto su lekarske ordinacije, bolnicka odeljenja, kod
sumnjivih slucajeva dijabetesa i u hitnim slu6ajevima.

Uzimanje uzoraka i priprema od strane strucnog medicinskog osobija

+  Prilikom koriScenja 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 kapilama krv, Venska krv, arterijska krv ili krv
novoroden6adi mogu takode da se koriste, ali samo ukoliko uzorke uzima strucno medicinsko osoblje.

+ Arterijski kateterl moraju biti temeijno ociSdeni pre uzimanja uzorka krvi i njegovog nanoSenja na test traku.

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

+ Radi smanjenja efekta glikolize, merenje glukoze u venskoj ili arterijskoj krvi treba uraditi 1 roku od 30 minuta nakon
uzimanja uzoraka krvi.

+  Prilikom koriSdenja pipeta ne sme biti mehurica vazduha.

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

+ Uzorke koji su drzani u frizideru treba pre testiranja poiako zagrejati na sobnu temperaturu,

Dodatne informacije za strucno medicinsko osoblje

Ako rezuitat merenja glukoze u krvi ne odslikava klinicke simptome pacijenta, ili je neobicno visok ili nizak, obavite kontroino
merenje. Ukoliko kontroino merenje potvrdi da sistem propisno radi, ponovite merenje glukoze u krvi. Ako je rezuitat
ponovijenog merenja glukoze u krvi i dalje neuobldajen, pratite smemice zdravstvene ustanove.

Bacite pakovanje i njegov sadrzaj premasmemicama zdravstvene ustanove. Proverrte lokaJne odredbe koje se mogu
razlikovati zavisno od drzave,
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Ogranicenja
Odvredena zdravsivena stanja mogu dovesti do pogresnog rezultata merenja. Ako znate da e na Vas odnosi jedno i vise
sledecih zdravstveninh stanja, nemojte koristit] test traku. Ako niste sigurnt da Il 8 neko od zdravsivenih stanje odnosi na
Vas, obratite se svom struSnom medicinskom asoblju.
o Lipemiéni uzorci (trigliceridd >20,3 mmolAL {>1.800 mg/dL) mogu dovesti do poviSenih rezultata merenja glukoze u ki,
Ne koristite ovaj sistem za vreme testa apsorbeije kstloze.
Ne Koristite ovaj sistem ako primate intravensku Infuziju askoribinske kiseline.
U siuaju oteZane perifeme cirkulaciie ne preporucuje se uzimanje kapitame krvi sa mesta odobrenih 2a uzimanje
uzorka, podto rezutati nede bitl stvarni odraz fiziolodkog nivoa glukoze u krvi. Ovo se mo2e odnositi na sledede
okolnosti: teska dehidratacija kao rezultat dijabetiéne ketoacitoze ili hipergikemijskog hiperosmolarnog sindroma bez
w, hipoton§a, Sok, dekompenaovana sréana insuficilencija NYHA klase IV ili perifemo arteriisko okduzivno
Hematokrit treba da bude izmedu 10 | 65 %. Obratite se strulnom medicinskom osoblju ako ne znate koja je vrednost
Va3eg hematokrita.
Owva) sistem je ispitan na nadmorskim visinama do 3094 metara. Nemojte koristiti ovaj sistern na nadmorskim visinama
iznad 3084 metara.

Radne karakteristike

Sistem Accu-Chek Instant ispunjava zahteve standarda IS0 15197:2013 (in witro dijagnostitki sistemi testiranja — Zahtevi za
sisteme pradenja glukoze u krvi za samotestiranje u tretiranju diabetes melitusa).
Iullneljalsledllmt:s&tamm:&mﬂaddmeumllwuaks)]ekmnsanmmoéumwwmm

raziifite koncentracije ghikoze kao sredstvom za kalibraciju. Referentne wadnosti dobiaju se metodom helcsokinaze, koja
sa kalibri3e 1D-GCMS metodom. Metoda 1D-GCMS 90 kao metoda najviieg metroloSkog kvaiteta moZe slediti do primarnog
NIST-standarda (traceahis). Pomodu (anca sledijivoeti rezultati merenja dobijerd pomocu ovib test traka za kontroine rastvore
e takode mogu povratno pratith do NIST standarda.

Granica delekcije (najniZa prikazana vrednost): 0,6 mmol/L (10 mg/dL) za test traku
Mermni opseg sistema: 0,6-33,3 mmolL (10-600 mg/dL)

Velitina uzorka: 0,6 .
Vramae merenja: <4 sekundi
Preciznost sistema:
Rezultall vezani za preciznost sistema pri koncentraciama ghukoze manfim od 5,55 mmolL (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 %)
Rezultatl merenja vezani za preciznost sistema pri koncentracijama giukoze jednakim Hl vecim od 5,55 mmol/L (ednakim
il vecim od 100 mg/dL)
u opsegu =5 % u opsegu =10 % i opsegu =15 %
341/438 (77,9 %) 435/438 (99,3 %) 438/438 (100 %)
mmvemummmm koncentracijama glukoze medu 2,2 mmolA. {39 mg/dL) i 26,7 mmol/L
u opsegu 20,83 mamol/L lli u opsegu £15 %
{u opsegu =13 mg/dL ili u opsegu =15 %)
600/600 (100 %)
Forma DIN A4 e g Saden pupose Sty e i ipaen?
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Ponovijivost:

Srednja [mg/dL) 419 84,7 1379 216,3 353,2
vrednost mmoin] | 23 47 76 120 | 196
Standardna {mg/dL} 1,6 2,1 3,1 53 8,4
devijaciia [mmo) | 0.1 0,1 0.2 03 05
Koeficijent varijacije [%] —_ - 2,2 25 2,4
Srednja preciznost:
[ Imgou) 46,1 118,4 299,9
Srednja vrednost
" [mmol/L) 2,6 6.6 16,6
[mg/dL) 1,7 34 6.0
Standardna devijacia
el fmmol/L) 0.1 0,2 0,3
Koeficijent varijacije [%] — 2,9 2,0

Anallza kvaltieta rada od strane korisnlka: Reprezentatima stucdija jo obavijenja koriSéenjem Accu-Chek instant sistema
2a pracenje glukoze u kivi gde su se procenjivale vrednosti glukoze iz uzoraka kapllame kavi iz jagodice prsta dobjenih od
101 laika i dobijen! su slededi rezultati:
» Kod koncentracija giukoze manpm od 5,55 mmol/L (manjim od 100 mg/dL) 100 % rezuitata merenja glukoze u krvi su
bl u opsegu +0,83 mmaVL (u opsegu 15 mg/dL) rezultata merenja glukoze u krvi dobijenih primenom taboratoriiskog
*  Kod koncentracija glukoze jednakim Hi vecim od 5,55 mmolAL (jednakim i veéim od 100 mg/dL) 98,7 % rezullata
merenja glukoze u krvi su bill u opesgu £15 % rezuliats merenja glukoza u krvi dobijenih primenom laboratorijskog
Princip mevenja: Enzim na test traci, FAD-zavisna glukoza dehidrogenaza (GDH) iskazan u A. oryzas, prelvara giukozu u
uzorku krvi u glukonolakton. Mmmmmmmmmmmurmlunmh
glukoze u krvi. Uzorak | usiovi okofine 98 procenjuju koriS¢enjem naizmeniénog | jednosmermog signala,
Ovo test trake daju rezultate koji odgovaraju kancentraciji glukoze u piazmi prema preporukama Medunarodne federaclje
28 kiinkke hemiju | laboratorifsiay medicinu (international Federation of Clinical Chemistry and Laboratory Medicine, IFCC).*
mmwmwwmuwwummmummmmmmmm

Sastav reagensac
Medijator 6,6 %
FAD-GDH enzim 21,3%
Pufer 226 %
Stabilizator 23%
Pomoéni sastojci 472 %
aMinimaina vradnost u trenutiu proizvodnje

Napomena: Pogledalte objasinjenja koriS¢enth simbola | spisak iterature.

Oprema za kontrolu i linearno merenje {ukoliko je destupna)

Accu-Chek instant kontrolni rastvori — pojedinosti potraZite u uputastvu u pakovanju kontroinog rastvora.
WIMWmMIW-MMMUWummMme
hMWeMmﬁmbsﬁmhnm.mxm ili se obratite svom korisnickom | sesvisnom centru.
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Prijavijivanje ozbiijnih incidenata
Za pacijenta/korisnika/tre”u stranu u Evropskod uniji i u zemljama sa istim regulatomim rezimom; u slucaju da dode do
ozbiijnog incidenta tokom upotrebe ovog uredaja ill kao rezultat njegove upotrebe. molimo prijaviti ga proizvodaCu i Va§em
nacionalnom nadleznom telu.
DATUM ZAKUUCIVANJA INFORMACIJA; 2021-09

Q)

N3nenne npeHa3HAUYEHO ANS CAMOTECTUPOBAHMS
W3nenne npeHasHauYeHO ANs UCCNEL0BAHNS N0 MECTY NeYeHus

Ha3HaueHune

Tect-nonockn «Accu-Chek Instant» (Akky-Yek WHCTaHT) B coyeTaHum ¢ rntokomeTpamm «Akky-Yek MHCTaHT» n «Accu-Chek
Instant S» (Akky-Uek WHcTaHT C) npeaHasHaueHbl Ans KONNYECTBEHHOTO ONPeAENEHNs YPOBHS [110KO3bl B CBEXEN
KanunnspHoii LieNbHOI KPOBM M3 NanbLa, NafoHu, Npeanaeybs Uam nieya B kayecTse JONONHUTENLHOMO CPeAcTBa
MOHUTOPUHIa 3h(PEKTUBHOCTM T/IMKEMUYECKOTO KOHTPOSA.

TecT-nosnockn «A”-Yek VIHCTaHT» B COUETaHWM C rilokomMeTpamu «AKKy-Hek MHCTaHT» U « AKKy-Uek MHcTaHT C»
npefHasHayeHbl 415 AUarHOCTUKW in Vitro B pamkax npoBeAeHUs CaMOTECTUPOBAHUS NKOABMU C CaxapHbIM AnabeTom.
TecT-nonockn «Akky-Yek MHCTaHT» B COYeTaHuu C rlkoMeTpamm «AKKy-Yek NHCTaHT» 1 «AkKy-Uek MHcTaHT C»
npefHa3HayeHbl 418 4UarHOCTUKW in Vitro B pamkax UcciefoBaHns no MecTy SIe4eHus BpadamMu B NIe4eBHbIX YUPEXAeHNAX.
ViccnenoBath BEHO3HYH0, apTepuanbHyIo U HeOHaTa/bHYIO KPOBb MOXET TOMbKO Nevalunii Bpay.

JTa cucTeMa He NpegHasHaveHa Ans LUarHoCTUKW CaxapHoro avabeTa uam aHanu3a 06pasLioB HeoHaTanbHOM NynoBUHHON
KpPOBY.

(Tonbko gns Poccuiickon deaepauum)

Tect-nonocku «Accu-Chek® Instant» (Akky-Yek* VHCTaHT) npegHasHaueHbl 415t AUarHoCTMKKM in Vitro COBMECTHO Uiu B
cocTaBe MeULMHCKOro n3genus Cuctema KOHTPO/IA YPOBHA THOKO3bl KPOBU (T/TIIOKOMETP) «AkKy-Uek MHCTaHT», a Takke
COBMECTHO C MeAMLIMHCKUMU n3aenuamu niokomeTp «Akky-Uek UHcTaHT»*, TniokomeTp «Accu-Chek Instant S» (Akky-Yek
WHcTaHT C)* 419 KONMYECTBEHHOTO ONPEeLENeHNs YPOBHS [/I0KO3bl B CBEXEN KanUNNApHON LenbHOA KpoBK W3 Nanbla,
NafioHu, NPeANeYbs UK Nieya B KaYeCcTBe AOMNOSHUTENBHOMO CPEACTBA MOHUTOPUHTA 3(hDEKTUBHOCTYU TINKEMUYECKOTO
KOHTPOANS B paMKax CaMOKOHTPO/IS NaLueHTamm, CTpafaoLLumMy AuadeToM, Uan BpaYamin B 1eUeBHbIX YUPEXAeHNAX.
ccnepnoBath BEHO3HYH), apTepUabHYI0 1 HEOHATA/TbHYI0 KPOBb MOXET TOILKO NeYaLyil Bpay.

He npuMeHsTh AN AMAarHoCTUKN caxapHoro gnabeta unm Ans aHann3a 06pasLoB HeoHaTalbHO MyNOBUHHON KPOBW.

[ niokomeTp «AKKy-Uek UHCTaHT», FokoMeTp «AKKy-Uek VIHCTaHT C» MOTyT BbITb HEAOCTYMHbI Ha TeppuTopumn Poccuiickoil
Obepepaumn. Ansa noayyeHns nHdopMaumn obpatutec B MHhopMaLMOHHbI LeHTP AKKY-Yek. TecT-nonocku «Akky-Yek

VHCTaHT» SIBNSIOTCA pacXoAHbIMU MaTepianamu Kk CUCTeMe KOHTPONS YPOBHS F1IOKO3bI KPOBU (F/IOKOMETP) «AKKy-Yek
VHCTaHT» 11 MOTYT KaK BXOAUTb B COCTaB CUCTEMbI KOHTPONS YPOBHS F1I0KO3bI KPOBY (F/IOKOMETP) «AKKY-Uek VIHCTaHT», Tak

n I'IpVI06peTaTbCF| Nnosib3oBatenem OTAE/bHO.

CoBMecCTVMble n3aenus (TonbKo Ans POCCUNCKON
depepaunn)

Ha Tepputopumn Poccuiickoin deaepaunn MeanUmMHCKoe usgenme «TecT-nonockn «Akky-H4ek® WHcTaHT» (Accu-Chek®
Instant)» (oasee - TecT-nonockn Akky-Uek NHCTaHT) BO3MOXHO UCMO/Ib30BATb CO CNEAYoWUMY MeULUHCKUMU U3LeNnamu;
CucTemoi KOHTPO/IS YPOBHS T/1HOKO3bl KPOBM (THOKOMETPOM) «Akky-Uek® MHctaHT» (Accu-Chek® Instant) (PY Ne P3H
2021/13212), KOHTPO/bHBIM PacTBOPOM ItoK03bl «AKKy-Yek® VHcTaHT» (Accu-Chek® Instant) B coctase (PY Ne P3H
2021/13204).

BHMMaHUIO Nob30BaTenei

Mepeg, N3MepeHNeM YPOBHS T/1I0KO3bI KPOBU MPOUMUTAIATE 3Ty MHCTPYKLMK-BKNAAbIL U PYKOBOACTBO NO/b30BATENS.
[laHHas MHCTPYKLMA-BKNALbIL COLEPXUT NpelynpexieHna n Mepbl NpeLoCTOPOXHOCTY:
NPEOYMNPEXAEHVE yka3biBaeT Ha cepbesHble Npesckasyemble puckim.

MEPA NPELOCTPOXXHOCTU onucbIBaeT Mepbl, KOTOpbIE CieLyeT NpeAnpruHATL 4ns 6e30nacHoro 1 agyheKTMBHOro
1CMOMb30BaHUA U3AENNSA UKW NPeOTBPALLEHNS ero NOBPEXAEHNS.

A NMPEAYNPEXIAEHUE

Puck yaywba
[laHHoe n3genue cogepxuT Menkue feTaau, KOTopble MOXHO NPOr0TUTb. XpaHuTe Menkue geTain BHe 40CAraeMocTy
MasieHbKuX feTeil 1 Ntodeld, 03Topble MOTYT NPOrNoTUTb MeNkue AeTanu.

Y/0Opoxwad

forma Dn M for rtgiarition purposeonly
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A NPEAYNPEXAEHUE

PUCK cepbe3HOro Bpeaa Ans 300poBbs
Heco6togeHne MHC'thyKLi N0 USMEPEHHIO, & TaKe UHCTPYKLMA N0 XPaHEHM0 M NPUMEHEHMID TECT-NOIOCOK MOXET
MPUBECTN K HEBEPHOMY PEe3ysibTaTy U3MEPEHNS, UTO B CBOIO OYEpe/b MOXET NOB/IEYL 33 CO6OI HEMpaBUIbHOE NIeYeHNE.
BHMMATE/bHO MPOYTUTE U CREAYATE MHCTPYKUNAM, YKa3aHHbIM B PYKOBOACTBE NO/b30BATENS W MHCTPYKLMSIX-
BK/abILLaX K TECT-N0I0CKAM 11 KOHTPOLLbIM PacTBOPaM.
VHcheKUMOHHbII puck: KpoBb YenoBeka ABNAETCS NOTeHLMabHBIM UCTOYHUKOM pacnpocTpaHeHus MHdekuum. He
Jonyckaiite BO3AENCTBUA 3arps3HEHHBIX KOMMOHEHTOB Ha ApYIuX Mofei.
YTUNU3UPYIATE UCMO/b30BAHHYI0 TECT-NONOCKY Kak MH(MULMPOBAHHbIE OTXObI B COOTBETCTBIN C TPEGOBAHNSMMU
LEeNCTBYIOLLErO 3aKOHOAATE bCTBA.

Copepxumoe ynakoBku
KapToHHas ynakoBka cogepxuT Ty6yc ¢ TeCT-N0M0CKaMN 1 MHCTPYKLMK-BKNaAbIWN. Ha ynakoBKy HaHeceHa MapKMpoBKa
B Bufe 11-3Ha4HOro KaTasioxkHoOro Homepa. KatanoxHble HoMepa HUXe COOTBETCTBYIOT YKa3aHHOMY KO/IMYeCTBY TecT-

MOJI0COK:
» 07819382XXX* — 50 TecT-nonocok Akky-4ek WHcTaHT
*XXX 0603HauaeT TpeX3HauHbI A3bIKOBON KO, MEHSIOLLMIACA B 3aBUCUMOCTY OT A3blKa MapKUPOBKM.

YTunusaums ¢ 6bITOBbIMY OTXOfaMM AONYyCKaeTcs Ans N06bIX KOMIOHEHTOB, HaxogAlluxes B ynakoBke. YTunnusupyiite
NCNONb30BaHHbIE TECT-MOMOCKN COrNacHo TpeboBaHUAM AeiiCTBYIOLLEro 3aKoHoAaTeNnbCTBa. ECnM y BaC BO3HWKAW BOMPOCHI,
obpatutech B MHOPMaLMOHHBINA LIEHTP.

XpaHeHI/Ie, NMPUMEHEHNE N TPaHCNOPTUPOBKa TECT-NMOJ/TOCOK

+  EC/m nepef nepBbIM 1CNONb30BAHNEM TECT-NONOCOK Bbl 3aMETUAN, UTO TYGYC OTKPLIT UM NOBPEX/EH, ECIIM KPbILLKa
3aKpbITa He MOMHOCTLIO, EC/IM 3aMETHbI Kakue-IMGo MOBPEX/AEHUS KPBILLKI UK Ty6yca, UMK ecin YTo-To MellaeT
MAOTHOMY 3aKPbITUIO KPBILLKM, HE MCMOMb3YiATE TECT-NoN0CKM. OGpaTUTECH B VIHOPMALMOHHBIN LEHTP.

+  XpaHuTe TecT-noaocku npn Temnepatype ot 4 fo 30 ®C. He 3amopaxuBaiite TECT-NOMOCKM.

* [pumeHsiiTe TECT-NONOCKK Npu TemnepaTtype oT 4 go 45 °C.

+  TpumeHsiiTe TeCT-NONOCKK NpK BAaxHOCTM 0T 10 40 90 %. He xpaHuTe TECT-NOMOCKM B XapKO 1 BAAXHON cpeae
(HanpumMep, B BaHHOI KOMHATE WAW Ha KYXHE).

+  XpaHuTe Hemcnosb3oBaHHbIE TECT-MO/I0CKU B N/IOTHO 3aKPLITOM OPUTMHANBHOM TYBYyCe C TEeCT-Non0cKamu.

+  TINoTHO 3akKpbliBaiiTe Ty6yC C TECT-NONOCKAMI CPa3y Xe NOC/e U3BMEYEHNS U3 HErO TeCT-MOMOCKM, YTOBbI 3aLUTUTb
TECT-NO/OCKMA OT Baru.

+  Mcnonb3yiite TECT-NOMOCKY Cpasy Xe Nocne n3BfeyeHns ee n3 Tybyca ¢ TECT-N0N0CKaMM.

+  Ecrm cpok rogHOCTH TeCT-N0NOCOK UCTEK, HEOBXOAMMO UX YTUINM3MPOBATb. [Py MCMO/b30BaHUM TECT-NOIOCOK C
NCTEKLLM CPOKOM rofjHOCTU BO3MOXHO MOJyYeHUe HeBEPHbIX pesybTaTos. Cpok roAHOCTY HanevyaTaH Ha ynakoske
TECT-NOM0COK W 3TUKETKe Tybyca C TECT-N0M0CKaMU PAZOM C CUMBO/IOM 2. Tpu NpaBUABLHOM XpaHEHUN W
NPUMEHEHUN TECT-MOI0CKN MOXHO UCNONL30BATH 0 HaneyaTaHHOM AaTbl OKOHYAHUS CPOKa FOAHOCTH. 3TO OTHOCUTCA
K TECT-N00CKaM M3 HOBOrO, HEBCKPLITOrO Tybyca C TeCT-No0CKamMu 11 K TECT-N0a0CkaM U3 Tybyca ¢ TeCT-nosiockamu,
Y€ OTKPbLITOrO Mo/b30BaTE/NEM.

*  Vicnonb3yiiTe TeCT-N0OMOCKY TONbKO OAMH pas3. TeCT-N0M0CKM NpefHa3HauyeHbl TONbKO A1 OfHOKPATHOrO
1CNo/b30BaHMA.

+  TpaHcnopTpoBaTth TECT-MOOCKA B COOTBETCTBUM C NpaBuIamMi XpaHeHns.

BbINO/IHEHNE M3MEPEHNST YPOBHSI T1I0KO3bl KPOBU

Criefyiite MHCTPYKLMAM N0 NO/TyYeHIo 06pa3La kKPOBM W MPOBEAEHWI0 M3MEPEHMS, YKa3aHHBIM B PYKOBOACTBE
Mo/b30BaTENS [IIOKOMETPA.

WNHTepnpeTauus pe3ynbTaTtoB M3MEPeHUs

HopmanbHBbIA ypoBEHb [/110K03bI KPOBM He CTpadaloLLero AnabeTom B3pOC/Oro Yel0BeKa He NpeBblllaeT HaTOoLLAK

5,6 MMOnb/n." HopMasibHbIii ypOBEHb T/1I0KO3bl KPOBM HE CTpafatoLiero AnabeTom B3pOC/I0ro YeoBeka Yepes 2 yaca nocne
e[lbl He npeBbILaeT 7,8 MMO/bL/, YTO MOXHO ONPeAeNuTb, HanpuMep, NPy NOMOLLY NEePOPaILHOTO F/1H0KO30TONIEPAHTHOTO
Tecta (MMT), npegycmaTpuBatoLLero npuem 75 1 riokossl, Kputepuem 41 AMarHoCTuKn guabeTa y B3pOC/bix

CNY)XMT YPOBEHb NHOKO3bl KPOBU HATOLLaK He MeHee 7,0 MMOAL/M, NOATBEPXAEHHBIN B ABYX TecTax. * CocTosiHue
B3pOC/IbIX C NOKa3aTesieM YPOBHS [1H0KO3bl KPOBM HaTOLLaK 0T 5,6 10 6.9 MMO/Ib/N ONpefenseTcs Kak HapyLleHue
[UKeMUW HaToLLak (NpeaanabeTnyeckoe cocTosHue),” CyLLecTBYIOT W Apyrue AMarHocTuyeckue kputepun guabeta.
O6patuTech K Nnevallemy Bpady, YTobbl ONpeaenuTb Hanune WM 0TCyTCTBUME Y Bac AnabeTa. Ans Mofeil ¢ caxapHbiM
Anabetom: MpOKOHCYNbTUPYATECH C NeYaLM BPpayoM 415 ONpedeNneHns Ballero MHANBUAYANbHOTO AnanasoHa
KOHLLEHTpaLWii rNoko3bl KpOBU. BbINONHAITE KOPPEKLMI0 HU3KOTO WK BbICOKOTO YPOBHS TMHOKO3bl KPOBYW, PYKOBOACTBYAChH

PeKOMEeHZALMAMN leyallero Bpava.

HeobblYHble pe3ynbtatbl U3IMEPEHUA

Ecnu Ha ;wennee raokoMeTpa otobpaxaetca LO, BepOsTHO, YPOBEHb [110KO3bl KPOBYU HUXe 0,6 MMOSb/.
Ecnu Ha fucnnee riokomeTpa oTobpaxaeTcs X, BeposTHO, YPOBEHb 1HOKO3bl KPOBY Bbille 33,3 MMOSL/.
[ina nonyyeHns Nofpo6HoIA MHChopmaLy 0 co0BLLEHNsAX 06 owKnbkax CM. pykOBOACTBO NO/b30BATENS.
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A MEPA MPELOCTOPOXHOCTN

PUCK cepbesHoro Bpefa /151 300p0oBbs

Hukorfa He UrHopupyiiTe CUMNTOMBI U HE BHOCUTE CYLLECTBEHHbIX M3MEHEHNIT B TEPANMIO CaxapHOro AuateTa, He
MOCOBETOBABLUMCH C /IEYaLLMM BPaYoM. EC/ pe3ynbTaT M3MepeHus YpOBHS T/I0KO3bl KPOBW HE COOTBETCTBYET BaLLeMy
CaMOuyBCTBHIO, BbIMO/HUTE CReAytoLme AelicTBIS:

+ ToBTOpUTE U3MEPEHNE YPOBHS TNHOKO3bI KPOBM C HOBOIA TECT-MOMOCKON.

*  BbIN0/HUTE KOHTPO/LHOE M3MEPEHHE TaK, Kak OM1caHo B PyKOBOZCTBE NOMb30BaTENS.

+ O6patuTech k pyKOBOACTBY N0/b30BATENS A/1S NOMYYEHNS UHGHOPMALWM O APYIUX NPUUNHAX.

Ec/m BalM CUMMTOMbI MO-MPEXHEMY HE COOTBETCTBYHT Pe3y/ibTaTaM U3MEPEHIS YPOBHS T/1H0KO3bl KPOBM, 0GPATUTECH
K.

[lnana3oHbl KOHTPO/IbHbIX 3HAYEHWUW A/ KOHTPOMbHbIX
pacTBoOpoB AKKY-UeK VIHCTaHT

Control 1 (KOHTpONbHbIA pacTBop YpoBHs 1): 1.7-3,3 MMOAL/N
Control 2 (KoHTponbHblit pacTeop ypoBHst 2); 14,0-19,0 MMonb/n

BHUMaHWMIO nevallero spava

CuCTEMY MOXHO MCMOMb30BaTh B MECTAX MEAMLIMHCKOTO 0BCYXMBAHMS HACENEHIs], TakiX Kak BpayeGHble KaGuHeTHI,
o6Luve nanatbl, Npu MOJO3PEHNN HA CaxapHblll ANAGET, a TAKXKE B IKCTPEHHBIX CIyUasiX.

MonyyeHne 1 NOAroToBKa o6pasLa nevyaliim Bpavom

NPy 1CNONMb30BaHNN TNOKOMETPOB AKKY-Uek MHCTaHT 1 Akky-Yek WHcTaHT C Bcerga npuaepxnsantech
06LLEeNpUHATLIX Npasua No 06paLLeHIo ¢ NpeaMeTamm, KOTopble MOryT 6biTh 3arpsi3HEHbI 61OMOTUYECKAM MaTepUaiom
yenoseka. MpuaepxmsaiiTech Npasun rMrueHbl U Mep NPELOCTOPOXHOCTM, YCTAHOBNEHHbIX B Balleil nabopatopun wm
yupexaeHuu.

[lnsi u3MepeHus ypoBHS TNH0K03bl KPOBM TpebyeTcs Kanis KpoBu. MOXHO 1CNOMb30BaTh KanuansapHYH KPoBb.
Vicnonb3oBaHue BEHO3HOM, apTepuanbHOM UM HeOHATaIbHOM KPOBU JOMYycKaeTcs, ecnu ee 3a60p Obi1 BbINOSHEH
NeyaLiym Bpayom.

Mepes B3ATMEM W HaHECEHWeM 00pa3La KPOBM Ha TECT-NOMOCKY He 3abyabTe OUUCTUTL CUCTEMY BHYTPUAPTEPUAIILHOTO
BBEEHNA.

CucTema ucnbn-biBasiach C HEOHATa/bHOM KpOBbI0. COrlacHo npasunam Hagnexalleil KMMHNYECKO NpakTuku,
OCTOPOXHOCTb PEKOMEHAYETCA NpU UHTEPNPEeTaLMW nokasaTeneii ypoBHs I/110K03bl HEOHATANBHOW KPOBU HUXE

2,8 mmonb/n. Cobniofaiite NpUHATBIE B BALLEM YUPeXeHNN PeKOMEHAALMM N0 ambynaTopHOMY NeYEHMI0
HOBOPOX[EHHbIX C KPUTUYECKUMU NOKA3ATENSMM YPOBHS T/TH0KO3bI KPOBMU.

[lns cBefieHUs K MUHUMYMY 3dpchekTa rInkoNn3a M3MepeHne KOHLEHTpaL M roKO3bl B BEHO3HON WM apTepuasibHOI
KPOBM JO/DKHO MPOBOAMTLCA He no3gHee 30 MUHYT nocne 3a6opa Kposu.

He nonyckaiite 06pa3oBaHu1s BO3AYLUHbIX My3bIPbKOB B NUNETKAX.

[lonyckaeTca npuMeHeHWe 06pasLIoB kanunAPHOIA, BEHO3HOW 1 apTepUasbHON KPOBW C COAEPXaHUEM CeayHOLLUX
aHTUKOATY/NIHTOB WM KOHCEePBAHTOB: JTA, UTUA WK HATPUSA TenapuHaT. AHTUKOATYNAHTbI, CoAepXallme nogoalerar
W oTopua, He PeKOMeHAYHTCA.

Mepes 3MepeHrem ox/axaeHHble 06pasLibl HEOGXOANMO MEANEHHO LOBECTU A0 KOMHATHOW TEMNepaTypbi.

,ﬂ,OI'IOI'IHI/ITe]'IbHaFl I/IHCbOpMaLIII/IH [nsa nevaulero spava

Ecmm pesynbTaT M3MEPEeHIst YPOBHS T/10KO3bI KPOBM He COOTBETCTBYET KMHUYECKOH CUMNTOMATUKE NalyueHTa wim
KaXeTCs CAMLKOM 3aBbILUEHHBIM U 32HWKEHHBIM, BbINOHUATE KOHTPO/IbHOE U3MepeHHe. EC/ KOHTPO/IbHOE U3MepeHHe
NOATBEPXKAAET, UTO CUCTEMA UCTIPaBHa, MOBTOPUTE M3MEPEHIE YPOBHS T/IHOKO3bI KPOBW. ECMN pe3ynbTaT NOBTOPHOIO
N3MEPEHUST YPOBHS! T/10KO3bI KPOBM MO-MPEXHEMY KaXeTCs HeOGbIMHBIM, CrlefyiiTe PeKOMEHAALMAM YUPEXAEHMS.
YTUNM3UPYIiTe COAEPKUMOE YNaKOBKM COIMACHO MpaBuiaM yupexaeHus. /3yuute MeCTHbIE NOCTAHOB/IEHUS, MOCKONbKY B
PasHbIX CTPaHaX OHI MOTYT PasanyaThCs.

OrpaHnyeHus

HekoTopble COCTOSHUS 1 3a60/1€BaHNS MOTYT CTaTb NPUUMHON HEMPaBUILHOTO Pe3yNbTata M3MEPEHUs YPOBHS T/IHOKO3b
KpoBW. EC/ Bbl 3HAETE, YTO K BaM MPUMEHIMO OfHO WM HECKOSBKO M3 CREAYIOLNX COCTOSHNIA 11 3260/1EBAHMIA, He
ncnonb3ayiTe TECT-NOMOCKY. ECAM Bbl HE YBEPEHbI, KACAIOTCS /M BAc Katole-nGo U3 aTUX COCTOSHMIA W 3a6011EBaHWIA,

o6paTuUTECh K Nevallemy Bpauy.

Format G/HA4 (orrep yiaiior. purpose
e DX e

YpoBeHb MMNUAOB (TpUranuuepnaos) > 20,3 MMOML/N MOXET NPUBOANTD K 3aBbILIEHUI0 Pe3y/IbTATOB U3MEPEeHMS
YPOBHS M10KO3bl KPOBM.

He vncnonb3oBath cucTemy BO Bpems Tecta abcopbuun Kennosbl.

He 1cnonb3oBaTh cUCTEMY, €CTM Bbl NOlyYaeTe BHYTPUBEHHOE BBELEHWNE aCKOPOUHOBOM KUCNOTHI.
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o [Ipy HEAOCTATONHOCTA NEPHDEPNISCKOND KPOBOOSPALLBHINA COOP KAMUINAPHON KPOBN HI YTBERKABHHLIX ARA STOMD
YHGCTROB HE POKOMEHAYOTCS, Wmmmmmmmm

o FoMaTOKPAT AQMKEH REXOMTLCA B Manasone 0T 10 40 65 %. ECw 81 HE SHAETE CBON rematoxpHT, 00paTiTech K
CB00MY fneHaLemy Bpay.

¢ WCNUITaHMA CHCTEMbI NPOBOAAMCH KA BHICOTE HAA YPOBHEM MOPA 20 3094 METPOB. He HCNOMb3YITE CHCTEMY Ma
8LICOTE Gonee 3004 METPOB HAA YPOBHEM MOPR.

Padouune xapakTepUuCcTUKHK
CwoTen Asiy-Yex HHCTAHT CODTBETCTBYOT TPeGoBaHmaM CTaHaapTa IS0 15197:2013 (TecT-cucTemu ARS AKATHOCTHKN i1
vitro — TpeGoBatMS K CHCTEMAM MOHNTOPUHIE (TNOKO3L! B KPOBM ANA CAMOKDHTPONA NPY NeyeHM CAXAPHONS araltaTa).
Kannlposka W nPOCASXNBAEMOCTS: B KavecTse KA/mOpOBOYHOND COBACTEA NPH KAMMGPOBKS CHCTEMbI (F7OKOMETP
W TOCT-NOAOCKM) HCNONLIYSTCR BEHOIHAN KPOBYL: C PAVHYHLIMN KOHULSHTDALWMAMMW TH0KO36!, PODOPEHTHLIG SHAMGHUA
ONPEABNAIOTCA NBKCOKWHASHLIM METOAOM, KOTOPLI KANMBPHPYSTCA MOTOROM ID-GCMS, MemlD-GCMSmmrca
MGTOA0M HBHBLICILIEND METPONOTHMECKOND KaHECTEa (NOPAAKE) M COOTBETCTBYET NEPBRIHLIM TPESOBIHNAM CTAHAD
wawmyhmmwmmwﬂm
PB3YNLTATOS H3MEPEHNH C KOHTPONLHLIMMN PACTBOPAMN, POBEAGHIHNX C NOMOLLLI) TECT-NOAOCOK.
Hioxsna rpanea noxasaneil (Camsidl nesxail oToOpanasmeil noxaaaTemss): 0,6 Mmonsn Ans TECT-NONOCKM
Ananason namepenil cucresst; 0,6-33,3 Msonnin
Obvom 06pasua: 0,6 mxn
Bpemn wImopoums: <4 cexyHa
TOUYHOCTD CHCTEMDBI:
Desinio 0 TOMHOCTH CHCTEMbI NPM KOHLIEHTPALIMM [TI0KO3H HIKe 5,55 Mmone/n

snmmxao.zauuommlsnmwzo,semmm 8 npepenax £0,83 mmonv/n
153/162 (94,4 %) | 162/162 (100 %) 162/162 (100 %)

Wommmmmwm.wmmea?mm

8 npepenax =35 % 8 npepenax £10 % B npeaenax £15 %

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

ABHHDIS O TOMHOCTH CHCTEMbI NPK KOHUGHTPELEW FMOKO3L! 0T 2,2 MMONL/N A0 26,7 Mmons/n

B npepeaax 0,83 mmons/n uau B npepenax =15 %

600/600 {100 %)
MosTopsemocTs:
Cpapnee
IO [Mmonu/n] 23 4,7 7.6 12,0 19,6
Crangaprroe
OTKNONEING [Mmont/n] 0,1 0.1 0,2 03 0,5
Koagxbuupment sapraumm [%] —_ —_ 2,2 2,5 2.4
NpomexxyTouHas NpeuN3noHHOCTL:
CpegHee 3HavyeHume [Mmane/n] 2,6 6,6 16,6
CranpapTHoe OTKNOHeHWe [Mmon/n] 0.1 0,2 03
Koaghbuument sapuatm [%] - 29 2,0

Format DIN A for tegistration purpose ondy Page ! (rpesws 12

Toruin T AL - K0 208 AN DO DAUM
& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



OueNKa TONHOOTH NONBIOBATEREM: PENPEIBHTATHBHOG HCCNEA0BANNG CTHOCHTENLHO YPOBHA ITNOKOSH 8 06Pa3S
KRNHANRPHOR KPOBH K3 KOHUWKA MARBUA, NPOBAAGHHDS CPEM 101 0OLIMHLIX JNOAGH C HCTIONBIOEAHNEM CHCTEMLI
KOHTPONS YDOBHR MHOKO3bI KPOBN AKKY- 448K MHCTaHT, NOKZIAN0 CAGKYIOIME POSYLTATHE
o TIpH KOHUBHTDALUM ITHOKOSLI HDKS 5,55 MMONL/A 100 % PesyNbTATOR KIMEPEHNI HAXOAMNOCH B NPaABNAX
+0,83 M0NL/N PEIYALTATOS HIMSDSHIN, NOAYHSHHLIX NAGOPETOPHLIM METOA0M.
o TP KOHLSHTPALYN FINOKOSSI, DABHOR WA BoILIE 5,55 MMORL/, 96,7 % PeSYALTATOR HIMBPatNA HAXOAMNOCH B
npegsnax =15 % PESyNLTATOR KIMOPEHIN, NONYLENHLIX AAGOPATOPHLIM METOAOM.
Npuspin n3sopessn: CoREPXALMACH B TECT-NONOCKE (IepMEHT, FAD-SBNCHMER MTOKO30RErWIPOrenasa (GDH),
BLIPRNBHHAR B A, Y236, NPEBPAILIBT MNONO3Y OOPAIU0S KPOBH B IMIOKOHDNGKTON. PESyNLTATOM JTON PeaKiym RBRASTCA
Ge3apaAHLNl SNOKTPIVOCKINE CHIKAA NOCTORHHOMD TOKA B INIOKOMETPE, WCNOALSYEMBNT /I BLIMHCNBHNA KDHUBHTALM
THONDSHI KPOBH. XAPEKTEPHCTHIH OOPAIUA WU CPEADI HINBPSHIN KOHTPAMPYIOTCA MPH NOMOLLY CHIHAROE NOCTOAHHOMR W
NEPEMBHHOTD TOKA,
NORYMABMbIA C NOMOULHIC 3THX TECT-NOJIOCOK PESYTETAT COOTBETUTBYOT KOHLEHTPALMM FMIOKO3L! KPOBM B TUIa3Me
COMAcHD POKOMEHABLAM MexIyHapoaoR aABDALIM KIMHHYECKOH XHNIA W NAsOPATOPHONH Mo (Intermational
Federation of Clinical Chemistry and Laboratory Medicine, iFCC).% NoSToMYy rIOKOMETP 0TOGPIKAET KOHUSHTDALIW
ITIOKO3b! KPOBH, COOTBRTCTBYIOWING NNIA3ME, XOTA HA TECT-NONMOCKM BCETAA HAHOCHTCR LIBALHAR KPOBb.

Cocras pearenrac
Maamnarop 66 %
FAD-GDH thapmenT 21,3%
Bythep 226 %
Cratunusarop 23%
BetiteCcTea, HE BCTYNAIOLIME B PEAKLURO 472 %

OMMHIMENGH0E COASPIXAG HA MOMEHT HITOTORNEHHA

Mpusienanng: 1ns NOMYNGHKA CNPABOHOR NHDOPNALYN # PACIKIPOBKH HCNORLIOBAHHLIX CHMBOAOR 00paTUTeCH B
KOHEL, ARHHON WHCTDYKLIM-BKABAHILA.

Habopni gnA BHINOAHEOHNA KOHTPOALHOTO M3MEPEHUA M TECTOB Ha
NIRHEIHHOCTD (6CAM AOCTYNHDI)

KOHTPO/GHLM PACTBOP AKKY-HEK HHCTBHT —~ CM. WHCTDYKUMIO-BKNAABIL YNAKOBKK KOHTPOMBHOM PACTROPA.

Halop IR BLINCAHEHNA TOCTOR HA NMHEANOCTD AIKY-NeK MHCTAHT ~ CM. MHCTPYKIBNO-BKAAAbIL YNAKOBKN TECTOB HA

D NOAYISHUR ONORHITERLHON MHGODMALIM NOCETHTS KAl B60-CaNT WwW.acCu-Chek.com Wi 00paTHTecs 8
UrgopuaLpoHHLil LeHTp.

YBegomneHue 0 Cepbe3HblX UHUNAEHTAX

AArn neumerTo8/N0MI0BaTRASR/TPETLMX ML, NEAXHBMIOUMX B EBPONGACKOM Coldse # CTPaHAX C HABHTHHON
CHCTOMON HOPMETHBHOMD PErYIMPOBAHNS: B GITYUAS CEPLEIHOND NHLWASHTA, NPOMSOIIGALIETD B0 BeMA ndo B
PEAYNLTATE HCNDALIOBAHMA HACTOMLSND MIREINA, NPOCHM BAC YBEZOMATL 06 JTOM NPOUSBOAMTENA M COOTBETCTBYIUME
KOMNETEHTHLIC OPraHL! 6 BRLEN CTPaHe.

Yonosun xpaHeima (remneparypa)

YKa32HMe Ha HCNONLI0BAHNS «BNA AHANHOCTING! 1) Wiros

Cumpan «Hasie/me NPEAHASHAYEHO ARS CANOTECTIUPOBAHHSS

CrmBos «M308/M0 NPAAHASHAYEHD M KCONAMOBAHUR N MECTY NESHRR»
YHmQNbHoM ABHTHDMCRINOHHDI KO MEAMIHCKOND K3ABNKR

Juax CE-MapKnpoBKM

{
i
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*  3anpet HA NOBTOPHOS NDHMBHEHNG

*  HanMSHOBAHWE W AZPEC YNOHOMONSHHON OPraNK3ALMK, HIMNOPTEPa

*  Homep K AATa PErWCTPLMOHHONG YAOCTOBSPEHMR

Fapawruitnbie obasarenbersa
HWWWMHWWWBWMWM
8 COOTBATCTBIM C WHCTRYKLIIER, 8 TAKKe COMOROMA NPABNN XPAHBHHA W TPAHCAOPTUPOBKN. Hailenun chepyer
HCIONLI0EATHL A0 RCTOUSHHA CDOKA NOBHOCTH, YKAIAHHOTO HA YIIAKOBKD.

fMpasuna npegocTasnenus pexnamauni (nperexani)

MOPAROK NPEALABASHKA PEKNAMALIA H OTBETOR KA HIX PETYANPYETTA MPEDRAAHCKIM npaeoM. 10 BCeM BONPOCaM,

mwucoﬁammmmm HBOGX0AUMO DOPATHTLEA K YNONHOMOYSHHOMY NPRACTABATEMG NPONIBOANTENA B

PO (ynO/MOMOyBHHAR
Woueﬁnﬂmnmwﬂummumﬂax) CRAZAHHLIY C MPWMSHEHNEN MBAMUNMHCKON WSRBMHA,
HOOGXOAMMO HANPABAATL NPONSBOAMTEND WM YNONHOMONSHHOMY NPEACTABMTENO NpOu3IsaaNTens 8 PO
(VONHOMOYSHIOH OPraHnsaLm) ™,

YnonHOMOueHNbIA NPEACTABUTEND NPOUIBOANTENSA HA TEPPUTOPHU
Poccuiicxoit degepauun™* (ynonHomoueHHan opraHusaums)™, umnoprep:
ﬂmmm&uﬂwmmm BeG-CaHT WWW.ACCU-Chek.com Wm o6paTHTecs 8

000 «Pow SuarHocTuka Pycs

0pnmprveckini agpec: 107031, Pocona, Mocxsa, TpySHan nacwage, 4. 2
Nourosuel appec: 115114, Pocons, Mocksa, /lSTHIKOBCKAR yma, A. 2, CTp. 3
Ten.: 8 (495) 229-69-99

HOPMALMIOHHLI LBHTR:

8-800-200-88-99 (GecnnatHo JUtA BCEX POrvoHOB POCCHK)

Appec an. noyTsi: info@accu-chek.ru

Bel-canT: www.accu-chek.ru

¥NORHOMOUEHHbLIN MPOACTRBHTENL NPOKSBOANTENA B POCCICKON DERopaLIN — ITO OPFAHHIAIMA, YNDIHOMOYEHHER
NIPONSBOMTENEM (HrOTOBHTENOM) NPONSBOANTL PEMOHT, TEXHIYECKS QOCIDIBAHHE W MPWHIMETE POKRAMALIM
{(NpeTeHaNN) OT NoKYNATENeH HA TEPPUTOPHH POCCHACKOR DapepaLpm.

NOCNEAHAR PEAAKILUR: 2022-12
[ Otoanauaer otHoaneryI0 mipopmaiywo
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Definition and diagnosis of diabetes meliitus and intermediate hyperglycemia: report of a WHO/IDF consultation. WHO,

za upotrebu ifi elekdronsko uputstvo 2a upotrebu / J6PaTNTECH K HHCTPYKLMAM NO

[:3] Consult instructions for use or consult electronic instructions for use / Videti uputstvo
1 WCNONLI0BAHNG B GYMKHOM AN HIEKTPOHHOM

Caution, refer to safety-related notes in the instructions for use accompanying this product. /
mmmomimmmaummmebumowm;
Ocropoxso! DOPATHTACH K HHCTDYLWMAM N MOTKNL3DBAHMIO.

Use only once / Samo za jednokratnu upotrebu / 3anpeT Ha NOBTOPHOO NPWMBHEHNE

"lf Temperatue limit / Temperaturno ogranitenje / TeMnepaTypHuii Ananasod
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Uss by (openad / unopened) / Upotreblivo do {otvorena ili nectvorena) / enanssoeats 20
{BOKPLITAR / HOBCKPLITAA YNAKOBNA)

All components of the pack can be discarded In domestic waste. Discard used test strips

according to local regulations. / Sve predmete kojl 96 nalaze u pakovanju moZete da bacite

sa ostallm smedem. KoriScene test trake bacite u skiadu sa vaZecint lokalnim propisima. /

YTunusatpa ¢ Gurosbman OTXOAAMM AOITYCKAETCA BR /MO0LIX KOMNOHBHTOB, HXOAMLMAXKCA

8 YIAK0BKS. Y THAHSHPYATE NCROMLIOBHHNE TECT-NONOCKH COMAcHo TpeGoBastma
SAKOHOAATRALCTBA.

Date of manufacture / Datum proizvodnje / lata HaroTosnesma

Int vitro dlagnostic medical device / In vitro dijagnostitio medicinsko sredstvo / MayapincKoe
WILeNHe ANR SHArHOCTHIH i wiro

Device for seH-testing / Ureda] za samokontrolu / Hazienwe NPEAHaIHAYEHO AR
CaNOTECTHPOBAHNA

Device for near-patient testing / Uredaj za merenje pored pacijenta / Wanerwme npeasasHaNen
JUIR NCCNEA0BAHUA NO MECTY SIB4EHHA

Manufacturer / Proizvodad / Wsrotosutens (nposasomivent)

Unique device identifier / Jedinstveni identifikator sredstva / YrukansHui
UD' WIBHTHCOMKBLMOHHOI KOJI MEAHLMHCKOD H3ARNMA

REF Catalogue number / Kataloski broj / Howep no Karanory

SN | | sorta nomber /Seijsii broj / Copuiinit nomep

LOT Batch code / Broj lota / Kog, napmm

EU 7 OTBeua0T TPEOOBAHIAM NPUMEHIMBLE 3AKOHORATENLHLIX 2KToB EC

C€onaz _@l

Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim, Garmany
WWW.BCCU-Chek.com

ACCU-CHEK, ACCU-CHEK INSTANT, and AKKY-HEK are
trademarks of Roche.
© 2024 Roche Diabetes Care

c CompRes with the provisions of the applicable EU Legistation / U skiadu sa vaZe¢im propisima
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Roche Diagnostics Middle East FZC0 o
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Dubai United Arab Emirates 261001 :fusy 1S
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Customer Support +971 4 816 9000 :(als
Tek: +38{21) 45598000 el
mm servisni centar: o jl Cylas
{Spuno j
Tol: 011 2171 990 ’ +98(21) 45598000 :(ali
diabetes.care@adoc.rs
Oviadceni predstavnik/Distributer:
ADOC d.0.0. Beograd,

Milorada Jovanoviéa 11, Beograd, Srbija.
Broj reSenja: 515-02-05317-21-003 od 28.02.2022.

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

South Africa

Tol: +27 (11) 504 4600

Email: info@accu-chek.co.za
www.rochadiabetescaremea.com
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Accu-Chek
Instant

TESTS
REF07819366/07819404

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.

A 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.

A 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

+ Ifthe 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.

+ Usethe test strips at temperatures between 4 and 45 "C.
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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 immediateiy 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 (06T, 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 intwo 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 HI 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.

A PRECAUTION

Risk of a serious health incident
Never ignore symptoms or make significant dianges to your diabetes therapy without talking to your healthcare
professional. If your blood glucose result does not match how you feel, follow these steps:

* Repeatthe blood glucose test with a new test strip.

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

+ Refer to the User's Manual for other causes.

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

+  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.

* Ablood drop is required to perform a blood glucose test. Capillary blood cw! 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.

+ Tominimize 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.
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o (Capillary, venous, and artarial blood sampiles containing these anticoagulants or preservatives are acceptable: EDTA,
lithium heparin, or sodium heparin. Anticoagulants contalning iodoacetate or fiuoride are not recommended.

¢ Refrigerated samples should be brought to room temperature siowly prior to testing.

Additional information for healthcare professionals

¥ the blood glucose resuit does not reflect the patient's clinical symptoms, or seems unusually high or low, perform a control
tast. i the control test confirms that the system is working property, repeat the blood glucose fest. If the second blood
glucose result still seems unusual, follow tacifity guidelines for further action.

Discang components of the pack per facliity guidelines. Consulk local ordinances as they may vary by country.

Limitations

Certain health conditions can lead to an incovect test resutt. if you know that one or more of the following health conditions
apply to you, do not uss the test siip. If you are unsure whether any of the health conditions apply to you, contact your
heakhcars professional.

Lipemic samples (trighycerides) >1,800 mg/dL (>20.3 mmolL) may produce glevated blood glucose resutts.
Do not usa this systam 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 capliiary blood from the approved sample sites is not advised as
the results might not be a true reflection of the pliysiological biood glucose level. This may apply in the following
circumstances: Severe dehydration as a rasult of diabetic ketoacidosis or due to hyperglycemic hypsrosmolar non-

ketotic syndrome, hypotension, shock, decompensated heart fallure NYHA Class N, or peripheral arterial occlusive

¢ Hematocrit should be between 10 and 65 %. Ask your healthcara professional if you do not know your hematocrit.
¢ This system has been tested at aktitudes 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 IS0 15197:2013 (in vilro diagnostic test systems —
Requirements for blood glucose monitoring systems for saif-testing in managing diabeles mellitus).

Callbration and traceabllity: The system (meter and test strips) is calibrated with venous blood containing various glucose
concentrations as a calibvator, 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 traceabllity chain, the results obtained with these test strips for control solutions can alsa be traced

back to the NIST standard.
Detection imit (lowest value displayed): 10 mg/dL (0.6 mmolAL) for the test strip
System measuring range: 10-600 mg/dL {0.6-33.3 mmoil)

Sample size: 0.6 pL
Test time: <4 seconds
System accuracy:
System accuracy results for giucose concentrations less than 100 mg/dL (less than 5.55 mmoll)

within =5 mg/dL within =10 mg/dL within £15 mg/dL

{within +0.28 mmol/L) {within £0.56 mmoiA) (within 20.83 mmoi/l)

153/162 (94.4 %) 162/162 (100 %) 162/162 (100 %)
System accuracy resulks for glucose concentrations equal to or greater than 100 mg/dL (equal to or greater than
$.55 mmol/L)

within =5 % within =10 % within £15 %

341/438 (77.9 %) 435/438 (99.3 %) 438/438 (100 %)

System accuracy resuits for glucose concentrations between 39 mg/dL. (2.2 mmolAL) and 482 mg/dL (26.7 mmolL)
within £15 mg/dL or within 15 %
(within =0.83 mmol/L or within £15 %)
600/600 (100 %)
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Repeatability:

[mg/dL) 4138 84.7 137.9 216.3 353.2
Mean vaiue
[mmoir] 2.3 47 76 12.0 19.6
Standard [mg/dL) 1.5 2.1 31 53 8.4
deviation [mmolA] 0.1 0.1 0.2 0.3 0.5
Cosfficient of variation [%] —_ — 2.2 2.5 24
Intermediate precision:
[mg/dL] 46.1 1184 2999
Mean value
[mmol/L) 26 6.6 16.6
dL] 1.7 34 6.0
Standard deviation [mg/aL]
[mmolAL] 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
Wmmmmmmmmmwmmmmmmw
» For glucose concantrations less than 100 mg/dL (less than 5.55 mmol/L), 100 % of the tast results were within
=16 mg/dL {within +0.83 mmaol/L) of the results obtained through laboratory testing.
¢ For glucose concentrations equal to or greater than 100 mg/dL (equal to or greater than 5.55 mmokL), 96.7 % of the
fest results were within =15 % of the results obtained through laboratory testing.
Tost principle: The enzyme on the test strip, 2 FAD-dependent glucose dehydrogenase (GDH) expressed In A. oryzae,
converts the glucoss in the blood sample 1o gluconolactone. This reaction creates a harmiess DC electrical current that
the meter interprets for the biood glucose result. The sample and environmental conditions are evakiated using AC and DC
signals.
Thase test sirips deliver results that comespond to biood glucose concentrations in plasma as per the recommendation
of the international Federation of Clinical Chemistry and Laboratory Medicine (FCC)." Therefore, the metsr displays blood
| glucose concentrations that refer 10 plasma although whole blood is aiways applied to the test strip.

Reagent compositiono
‘ Mediator 6.6 %
FAD-GDH enzyme 21.3%
| Buffer 22,6 %
Stabilizer 23%
Non-reactive ingredients 472%

| oMinimum at time of manufacture
Note: For an expianation 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 — Rafer to the control solution package insert for details.

Accu-Chek Instant linearity test kit — Refer fo the nearity test kit package insert for details.

Visit our websile at www.actu-chek.comn o contact the iocal Roche representative for more information.

Reporting of Serious Incidents

For & patient/user/third party in the European Union and In coundries with idemtical regulatory regime; if, during the use of
this device or as a result of its uss, a serious incident has ocourrad, please report it t0 the manufacturer and to your national

authority.
LAST UPDATE: 2021-09
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Dispositif d'autodiagnostic
Dispositif de diagnostic pres du patient

utilisation prevue

Utiiisees avec ies iecteurs Accu-Chek Instant et Accu-Chek instant S, ies bandelettes reactives Accu-Chek instant sont
indiquees aux mesures gquantitatives de giucose dans du sang total capiiiaire frais préievé & i’extrémité du doigt, a ia paume,
a l'avant'bras ou au bras et permettent ainsi de surveiiier I'efficacité du controle giycemique.

LLLLI3&e3 avec ies iecteurs Accu-Chek instant et Accu-Chek instant S, les bandeiettes réactives Accu-Chek Instant sont
destinees a I'autocontrole diagnostique in vitro par ies personnes atteintes de diabete.

Lliilisées avec les iecteurs Accu-Chek instant et Accu-Chek Instant S. les bandelettes reactives Accu-Chek Instant sont
destinées a la mesure diagnostique in vitro pres du patient effectuee par les professionneis de sante en milieu Clinique. La
mesure sur sang veineux, arteriel et néonatal est MTuée & un usage professionnel.

Ce systébme n'est pas destiné au diagnostic du diabete 3ucré, ni & la mesure de glycemie € partir d'échantillons de sang
néonatal du cordon.

Informations a I’attention du patient

Lisez la notice d'utilisation et le manuel d'utillsation avant la realisation d'une mesure de glycérle.
La notice d'utilisation contient des avertissements et des precautions:
un AVERTISSEMENT indique un risque grave previsibie.

une PRECAUTION PécrK une mesure que vous devez prendre pour utiliser le produit de maniere sure et efficace ou pour
prevenir toute ddterloratlon du produit.

A AVERTISSEMENT

Risque de suffocation
Ce produit contient de petites pifeces pouvant etre ayalée8. Conservez les petites pieces hors de portde des enfants en
bas éae et des personnes susceptibles d’avaler les petites pieces.

A 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 peirt entrainer l'obtention d'un résuttat inc»rrect et risque d’entrainer un traitement Inapproprlé.
Veuillez lire attentivement et suivre les instructions figurant dans le manuel d'utilisation et ies notices d'utilisation des
bandelettes rdactives et solutions de contrdle.
Risque d'infection : le sang humain constitue une source potentielle de transmission d'infection, Evitez d’exposer d'autres
personnes a des composants contamines.
Eliminez une bandelette reactive neagée é titre de matériel infectieux conformément & la reglementation en vigueur dans
votre pays.

Contenu de la boite
Bolte de bandelettes réactives et notices d'utilisation.

Tous les composants de la boTte peuvent etre EH11né3 avec les ordures menageres. Eliminez les bandelettes réacbyes
usagdes conformément & la rdglementation locale en vigueur. Si vous avez des questions, contactez Roche.

Conservation et manipulation des bandelettes reactives

+ Nutiiisez pas les bandelettes reactives si le tube est ouvert ou enboTTagé avant d'utiliser les bandelettes reactives
pour la premidre fois, si ie bouchon n'est pas entierement emboTte, si vous constatez une quelconque deterioration du
bouchon ou du tube ou si quelque chose empeche la fermeture correcte du bouchon. Contactez Roche.

+ Conservez les bandelettes reactives & une temperature comprise entre 4 et 30 ®C. Ne congelez pas les bandelettes
réactives.

+ Utiiisez les bandelettes reactives & une letpéralure comprise entre 4 et 45 @C

+ Utiiisez les bandelettes réactives dans des conditions d’humidite relative comprises entre 10 et 90 %. Ne conservez
pas les bandeiettes réactlves € des températures élevées ni dans des endroits humides comme la salle de bain ou ia
cuisine.

+ Conservez les bandelettes réacllyee non utiiisees dans leur tube d'origine ferme.

+ Afin de proléger les bandelettes réactives de I'humidite, refermez direclement le tube de bandelettes reactives apres
avoir rebré une bandelette réacbye.

+ Utiiisez la bandelette reactive aussitot apres l'avoir retiree du tube de bandelettes reactives.

+  EHrlner les bandelettes réactives si elles ont bépas3é la date de péretpbon. Les résultats peuvent etre inexacts si
les bandelettes rbactives sont péntées. La date de peremption figure sur la boTte des bandelettes reactives et sur
I'etiquette appo3ée sur le tube de bandelettes réactives & c6té du symbole 62. Si elles sont conseryéee et utiiisees
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correctement, ies bandelettes r6actives peuvent etre utilisees jusqu™ la date de peremption imprimee. Cela vaut pour
les tubes de bandelettes reactives neufs qui n'ont pas encore ete elllaTé3 et pour les bandelettes reactives des tubes
qui ont ete dej® entames par |'utilisateur.

N'utilisez une bandelette reactive qu'une seule fois. Les bandelettes reactlves sont destinees exclusivement a un usage
unique.

Realisation d’une mesure de glycemie

Veuillez vous reporter au m”*uel d'utilisation du lecteur de glycemie pour obtenir des instructions relatives au prelevement
d’un echantillon de sang et a la r6alisation d'une mesure de glycemie.

Interpretation des rdsultats glycemiques

La valeur glycemique normals chez un adulte non diabetique i jeun est inferieure k 100 mg/dL (5,6 mmol/L)." La

valeur glycemique normaie chez un adulte non diabetique 2 heures apres un repas, par exemple simul*e par I'epreuve
d’hyperglycemie provoquee par voie orale i 75 g (HGP?, est inferieure i 140 mg/dL (7.8 mmol/L).* Chez les adultes,

une valeur glycemique mesuree i jeun egale ou superieure it 126 mg/dL (7.0 mmol/L) et confirmee par deux mesures

est un critere de d6tection d’'un diabete.””™* Les adultes dont la valeur glycétlpue Teeurée i jeun se situe entre 100 et
125 mg/dL (entre 5,6 et6,9 mmol/L) prése”elll une glycétle ajeun anormale (stade precurseur du diabete).” Il existe
d'autres criteres de diagnostic du diabete en dehors de ces criteres. Consultez votre professionnel de santé afin de vdrifier
si vous etes diab&t"que ou non. Pour les personnes atteintes de diabete : votre professionnel de sante vous communiquera
I'intervalle glycemique adapts a votre cas. Conformez-vous aux recommandations de votre professionnel de sante en cas
d’hypoglycemie ou d’hyperglycemie,

Resultats glycemiques inhabituels

Il se peut que votre glychmie sort inférieure i1 10 mg/dL (0,6 mmol/L) lorsque le lecteur affiche LO.

Il se peut que votre alycérle sort a3upéneure it 600 mg/dL (33,3 mmol/L) lorsque le lecteur affiche Hi.
Pour de plus amples informations sur les messages d'erreur, ccnsultez le manuel d'utilisation.

A PRECAUTION

Risque de survenue d’'un grave incident de sant6

N'ignorez jamais ces symptomes et ne procedez jamais it des modifications signrficatives de votre thdrapie du diabete
sans avoir au prealable consuHe votre professionnel de sante. Si votre résultat glycemique ne correspond pas i votre etat
de $anlé, suivez les étapes ci-dessous;

+ Recommencez la mesure de glycérle avec une nouvelle bandelette réactive.

+ Effectuez un test de controle conlortérenl aux consignee du manuel d'utilisation.

* Veuillez vous reporter au manuel d'utilisation pour connartre les autres causes,

Si vos symptomes ne correspondent toujours pas i vos résultats giycémiques, contactez votre professionnel de sante.

Intervalles de concentration des solutions de controle Accu-Chek
Instant

Control 1 :30 a 60 mg/dL (1,7 i 3.3 mmol/L)
Control 2 :252 a 342 mg/dL (14,0 i1 19,0 mmol/L)

Informations a I'intention des professionnels de sante

Le 8y81&T1e peut etre utilise dans les environnements de soins de santé professionnels tels que les cabinets Téblcaux, au
sein des services de médecine générale, en cas de soupgon de diabete et en cas d’urgence.

Prelevement et preparation des echantillons par un professionnel de sante

+ Achaque étape de I'utilisation des iecteurs Accu-Chek Instant et Accu-Chek Instant S, conformez-vous toujours i la
reglementation d’'usage en matiere de manipulation d’'objets susceptibles d'etre contamines par du matériel humain.
Respectez les regies d'hygiene et de eécunlé en vigueur dans votre établissement.

+ Lamesure de glycemie s’effectue i partir d’'une goutte de sang. La mesure de glycemie peut etre effectuée avec du
sang capillaire. Le sang veineux, arlénel ou neonatal ne peut etre ubli3é que s'il a é!é prélevé par un professionnel de
sante.

+ Prenez soin de vider les catheters intra-arteriels avant de préleyer I'echantillon de sang et de I'appliquer sur la
bandelette reactive.

+ Le systeme a été teste avec du sang néonalal. Conformément aux bonnes pratiques cliniques, les valeurs glycemiques
inferieures i 50 mg/dL (2.8 mmot/L) chez les nouveau-nes sont ii 1terpréler avec prudence. Veuillez vous conformer
aux recommandations de votre établissement pour les soins de suivi en cas de valeurs glycétlaues critiques chez ies
nouveau-nes.

+ Pour minimiser I'effet de la glycolyse, si on utilise du sang veineux ou arterie!, la mesure de glycemie doit etre effectuée
dans les 30 minutes suivant le prdlevement des écbanllLion$.
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»  Evitez los bulles d'air lors de I'utilisation de pipettes.

» Les échantilions do sang capiliaire, vaineux et artériel contenant les anticoagulants/conservatewrs suivants sont
acceptables : EDTA, héparinate de lithium ou hépasinate da sodium. Les anticoaguiants contenant de Iiodoacétate ou du
fluorure ne sont pas recommandés.

o Laissez revenis les dchantilions réfrigérés A température ambiante avant de procéder & la mesure.

Informations supplémentaires 3 V'intention des professionnels de santé

Si 19 résuitat glycémique obtenu ne commespond pas aux sympidmes cliniques du patient, ou semble inhabitueliement élevé
wmmmmmam.ahmmmmobmmmummmmmmmmmm
ta mesure de giycomie. Si le résultat glycémique de ta nouvelie mesure de giycémie sembls inhabltuel, sulvez les hignes
directrices en vigueur dans vore établissement.

Biminez les composants de la bofte conformément 4 ia réglementation en vigueur dans voire établissement. Consultez les
réglements municipaux ; ils peuvent variar d'un pays  ('autre.

Certaines pathologiss peuvent enirainar 'obtention d'un résultat incosrect. N'utillsez 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.

» Los échantiMons dont les taux de Apides (triglycérides) sont >1 800 mg/dL (>20,3 mmol/L) peuvent &tre & l'origine de
résultats glycémiques dlevés.

o N'uthisez pas ce systéme au cours d'un test d’absorption au xylose.

e Nutilisez pas co systéme si vous subissez une administration intraveineuse d'acide ascorbique.

* Encas d’anomalie de la circutation périphérique, il est déconseillé de prélever du sang capillaire sur les stles
mwmtmwmmmmmmmww.mmmnm

dans les circonstances suivantes : déshydratation grave causée par une acidocétose diabétique ou un syndro
hyperglycémique hyperosmolaire nor cétosique, mmmmtmm.mummmmwuu
NYHA) décompensée ou atteinte vasculaire périphérique.

¢ La valeur d'hématocrite doit étre comprise entre 10 et 65 %. Consultez voire professionnei do santé si vous ne
connaissez pas votre valeur d'hématocrite.

. Cammeammwasmmwm.wmzmbmmammmam3094
m

Performances analytiques

Le systéme Accu-Chek nstant répond aux exigences de ka norme IS0 15197:2013 (Systdmes d'essais de diagnostic
m-mmmmmmmm'mmahm»mahmenmamm

).
Gallbwation et tragabilité : Le systéme (lectour et bandelettes réactives) a été callbré A F'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 & I'hexokinase calibrés par chromatographie en phase gazeuse-spectrométrie de masse ave ditution
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 bandelottes réactives sont tragables au NIST
parlebialsde“?ruecmm.MMMwmommwm:mmumlnﬂmdewmmm
tragables au NIST.
Souil de détection (valewr la plus basse affichée) : 10 mg/dl. (0,6 mmol/L} pour a bandefette réactive

Indervalie de mesure du systéme : 10 4 600 mg/dL (0,6 & 33,3 mmolA)
Volume de I'échaniflion : 0,6 pL.
Durde de la mesure : <4 sacondes

Exactitude du systéme :

Résuitats d'exactitude du systdme pour des concentrations en glucose inférieures 2 100 mg/dL (inférieures & 5,55 mmolL)
Intervalle 25 mg/dL Intervalie =10 mg/dL Intesvalle £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 %)

RésuMtats d'exactitude du systéme pour des concenirations en ghicose égales ou supérioures a 100 mg/dL (égales ou
supérigures a 5,55 mmol/t)
intervalle 25 % ntervalle +10 % intervalie £15 %
341/438 (77,9 %) 435/438 (99,3 %) 438/438 (100 %)
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Résultats d"exactitude du systéme pour des concentrations en glucosa situées entre 39 mg/dL. (2,2 mmoUL) et 482 mg/dL

(26,7 mmol/L)
Intervalie 215 mg/dL ou intervalle =15 %
{(Intervalle £0,83 mmol/L ou intervalle =15 %)
600/600 (100 %)
Répétabilité :
Valeur [mg/dL) 19 84,7 1379 216,3 353,2
moysane [mmoi/) 23 47 76 12,0 19,6
[mg/dL) 1,5 2,1 3,1 53 8,4
Ecart-type
[mmolaL] 0,1 0,1 0,2 03 0,5
Coefficient de variation [%] — — 2,2 25 24
Exactitude intermédiaire :
{mo/dL) 46,1 118,4 299.9
Valeur moyenne
[mmolA) 26 6.6 16,6
mg/dL 1,7 34 6,0
Ecart-type g/l
(mmo¥/L) 0,1 0,2 0,3
Coefficient de variation [%) — 2.9 2,0

£valuation des performances par 'utilisatesr : Une élude représentative a 63 réallsée  I'alde du systdme de

surveiliance de la glycémie Accu-Chek Instant évaluant les valeurs glycémiques d'échantilions de sang capillaire prélevé &

I'extrémité du doigt provenant de 101 personnes non initides et a présentd les résultats suivants :

« 100 % des résultats glycémiques se trouvaient dans un intervale de +15 mg/dL (intervalie de +0,83 mmol/L) des
??;mdermmmnmmmnmmgummammame

¢ 96,7 % des résuitats glycémiques se frouvalent dans un intervalle de =15 % des résultats de I'analyse en laboratoire
pour des concentrations en gkicose égales ou supérieures a 100 mg/dL (égales ou supérieures 4 5,55 mmoldL).

Principe de mesure : Fenzyme se trouvant sur la bandelette réactive, appsiée glucose

du FAD exprimée dans PA. oryzas, convertit le glucose

crée un courant élactrique cantinu Inoffenslf que le lecteur iterpréte pour évaluer I8 résultat glycémique. Les conditions

d'échantiliormage et environnementales sont évaluées par des signai de courant continu et allematif.

Conformément A la recommandation de la Fidération internationale de chimie clinique (Intemational Federation of

Clinical Chemistry and Laboratory Medicine ou IFCC), les résultats giycémiques oblenus avec ces bandeleftes réactives

aux valeurs dans le plasma.® Bien que vous appliquiez toujours du sang total sur la bandelette réactive, votre

cormespondent
lectaur affiche des résultats glycémiques qul font référence au

déshydrogénase (GOH) dépendants
contenu dans I'échantilion de sang en gluconolactone. Catte réaction

Gomposition du réactifc
Médiateur 6,6 %
Enzyme FAD-GDH 21,3%
Tampon 226 %
Agent stabilisant 23%
Composants non réactifs 472 %
aTaux minimum au moment de la fabrication

Remarque : Vous trouverez la bibilographie ainsi que la signification des symboles A (a fin de [a notice d'utilisation.
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Solutions de contrdle et kits de test de linéarité (sI disponible)

Solution de contrlle Accu-Chek Instant — Consultez ta notice d'utiisation qui accompagne a solution de conirdie pour
oblenir de plus amples détails.

Kit de test de linéarité Accu-Chek Instant - Consultez la notice d'utilisation qui accompagne le kit do test de lindarité pour
obtenir de plus amples détals.

%md'mmm.wmmmmmtmmM ou adressez-vous au représentant local de

Signalement d’incidents graves

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

MISEA JOUR : 2021-09

I))
Hagaane NPEANSINEHEND ANS CAMOTOCTHPORAHIN
HINLANS NPEAHAININEHO ARR NCCASROBANMS PO MECTY ACYEHNA

Ha3zHa4dyeHue

TecT-nonocis «AcCcu-Chek instante (AkKy-Yex HHCTANT) B CONGTAHUAN C ITIOKOMBTPOMM «~AxKy-4aKk MHCTaHT» # «Accu-Chek
Ingtant S» (Axxy-Yex MHCTaHT C) NDBAHASHAYEHN ANA KOAWNECTBEHHOTD ONPARANGSHNS YDOBHN ITNOKO3bI B CBENEN
KAMMANAPHON LENLHOH KPOBM K3 NANGLUA, NAAOHN, NPETNICYLA KN NNEA B KYECTEE AONONHHTENLHOTD CPRACTBA

TeCT-NONOCKN «AKKY-4H6K HHCTANT» B CONBTAHWA cnmmmm-‘iexmmmu «AKKY-Hex BHCTaHT C»
RPBAHASHAYEHD! ANA AMATHOCTIKN /17 VX0 B PaMKax NPOBAASHWA CAMOTECTWPOBAHNA MMOALMM C CAXaPHLIM

TecT-nonocxn «AKKy-Hex HHCTAHT» B CONETRHNHM C ITNOKDMETDAMM «AKKY-YoK WHCTAHT» 1 Axky-4ex HHCTanT Cs
NPBAHASHAYEHDI ANA AWAFHOCTHKN # VILrO B PaMKax WCCSR0BAHMA N0 MECTY NEYEHNA BPAYAMH B SIEYESHLIX YHPBNEEHIRAX.
HCCnesosarh BEHOSHYIO, SPTEDHANIBHYIO N HOOHATANBHYIO KPOBb MOXET TONLKD NEYALMI Bpay.

OTa CHCTBMA HO NPEAHASHAYEHE AN AMATHOCTHKY CaxapHorD AMAGETa NAM 2HAMMSA 06PAI0S HEOHATANLHON NYNOBUHHON
KpOBM.

(Tonuxo Ans Poccuilcani Genepaiym)

TecT-nanockn «Accu-Chek® instants (Axxy-Hex® IHCTAHT) NPEAHAIHANEHLE ANA ANATHOCTHKH 47 Wtro COBMECTHO WM B
COCTABE MEAMUNHCKOND HIREMMA CHCTEMA KOHTPONA YPOBHA FIOKOSH! KPOBH (ROKOMETP) «AKKY-Yex HHCTaHT=, 3 TaKX8
COBMECTHO € MAZIMLIMHCKIMM NI [JIoKOMETD «Axy-Yax HHCTAHT»", FmoxonsaTp «Accu-Chek Instant S» (Axxy-tex
HHCTaHT C)* /N9 KONMMECTBEHHOND ONPERBACHIUA YPOBHS ITHOKO3L! B CBENEN KAMMIUIADHOR LSNLHON KPDSH K3 Nanbia,

mwmnmmmmmwa apav,
He NPUMEHATL ANA RMATHOCTHKM CAXAPHOND AKAGET WM ANA HA/M3A 06PASY0B HOCHATANBHOR MYNOBKHHOA KDOBY,
*TTHOKOMETP «AKKY-HeK UHCTAHT», IOKDMETD <AKKY-YeK MHCTAHT C» MOTYT ObiTh HGROCTYNH HA TRPPNTOPMK POCCHACKOR
Daaepaypm. na noywenss nadopMam 06paTUTECH B HHBOPMALIMOHHBN LIBHTP Axiy-Yex. TecT-nonocky «Axiy-ex
HHCTaHT> ABMIAIOTCA PACKOAHBIMK MaTEpHanamy K CHCTEME KOHTPOIA YDOBHS I/IOKO3bI KPOBH (FTNOKOMETD) ~AKKY-ex
WHCTaHT» W MOTYT KaK BXOANTL B COCTaB CUCTEMbI KOHTPQNA YPOBHA IMIIKD3b! KPOBH (ITROKOMBTP) =AKKY-4H6K WHCTRHT», TaK
M NPHOGPETATLONA NONLIDBATENEM OTABNLHO.

l CosmecTumbie uzaenus (Tonbko gna Poccuuckon degepauum)

Ha TeppuTopis POCCHRCKOR DBREPAIM MOANLMHCKOE HIRBME «TECT-NONOCKN «AKKY-4ex® MHcTanT» (Accu-Chek®
Ingtant)» (anee — TeCT-NOAOCKK AKKY-'ex HHCTRHT) BOSMONHO HCNONBIVBETE CO CHSAYIOLMMM MELNLIMHCKIMN HIROSIAAMN
CHCTEMON KOHTDOR YPOBHS ITHOKO3b) KDOBK (ITIOKOMETPOM) «AKKY-4oK® WHcTanT= (Accu-Chek® instant) (PY Ne P3H
%12w.wmmmmmwmmwmmmmu P3H

1 )

BHumaHuo nonb3oBarenen

Nepef #3MepeHNest YPOBHS MTNOKOSH KPOBH NPOYHTANTE STY MHCTPYKLMIO-BKNARLIL W DYNOBORCTBO NONLIOBATENIA.
BanHan HHCTPYKUMA-BKNAALILI COZBPIKNT NPEAYNDEXACHIR W MEPH! NPEACCTOPONHOCTH:
NPEAYNPENAEHME yxa3me836T HA COPLEIHLIE NPEACKAIYEMbIE PICKH.

MEPA NPEROCTPOXMHOCTI 0NHCHIBAOT MEPbI, KOTOPHIS CABAYST NPEANDUKATL ANR 6E30NACHOFD W 3(HEKTHBHOID
WCNAML30BAHMA HIABAKA UAK NPEROTBPALLUCHIA 810 NOBPENIBHUA.
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X MPEOYNPEXOEHNE

Puck yayuiba
[laHHOoe n3aenve COAePXMT Mefkue AeTanu, KOTopble MOXHO NPOrIOTUTL. XpaHuTe Menkue AeTani BHe JOCAraeMocTy
MasieHbKIX AeTeil U Niofei, KOTOPbI0.MOLL NPONKTITh MefK1e feTanu.

A NPEAYNPEXAEHNE

PUCK cepbe3Horo Bpeaa Ans 340poBbs
Heco6toaeHne MHCTPYKLMIA Mo M3MEPEHMIO, & TaKXEe UHCTPYKLMIA Mo XPAHEHMI0 U MPUMEHEHWI0 TECT-NOMOCOK MOXET
MPVBECTU K HEBEPHOMY PE3Y/IbTATY U3MEPEHMS, YTO B CBOKO OYEPE/b MOXET NOB/IEYbL 3a COGOI HENpaBUbHOE NEYeHNeE.
BHMMATE/bHO MPOYTUTE U CREeAYIATE MHCTPYKLNAM, Yka3aHHbIM B PYKOBOACTBE NO/b30BATENS U UHCTPYKLUSX-
BK/afbILLAX K TECT-N00CKAM W KOHTPOSbHLIM PacTBOpaM. .
WNHheKUMOHHBIN puck; KpoBb YenoBeka sIBASETCS NOTEHUMa/IbHBIM MCTOYHMKOM PAcMpoCTpaHeHns nHekummu. He
Joryckaiite BO3AeACTBUS 3arpsisHEHHBIX KOMMOHEHTOB Ha APYTUX Mtogen.
YTUAM3UPYiiTe NCNO/Ib30BaHHYIO TECT-NOMOCKY KakK MH(IMLMPOBAHHbIE OTXOAbI B COOTBETCTBUN C TPE6GOBaHNUSMM
AeNCTBYIOWEro 3aKoHOAATeNbCTBA.

Coaepxmmoe ynakoBKu

KapToHHas ynakoBka COAepXuT TyByC C TECT-MOMOCKaMI W UHCTPYKLWK-BKNaAbIWKY. HaynakoBKy HaHeCeHa MapKupoBka

B Bue 11-3HauHoro kaTanoxHoro Homepa. KatanoxHble HoMepa HUXe COOTBETCTBYHOT YKa3aHHOMY KOMYeCTBY TecT-
MnonocoK;

» 07819366XXX* — 10 TecT-nonocok Akky-4ek MHcTaHT

* 07919404XXX* — 100 TecT-nonocok Akky-Yek MHcTaHT

*XXX 0603HauaeT Tpex3HauHbI A3bIKOBOM KOZ, MEHSIOLLMIACA B 3aBUCMMOCTI OT A3blKa MapKUPOBKM.

YTunu3aums ¢ 6bITOBbIMM OTXOAAMM A0NYCKaeTCs AnA N06bIX KOMIOHEHTOB, HAXOAALLUXCA B YNaKOBKe. YTUAM3NpYyiiTe
CNO/b30BaHHbIEe TECT-MO/I0CKN COrNMacHo TPeboBaHMAM LeiCTBYIOLLEro 3aKOHOAATeNbCTBA. ECM y BAC BO3HUK/N BOMPOCH,
obpaTuTech B MHOPMALMOHHBINA LEHTP.

XpaHeHme, MPMMEHEHNE N TPAHCNOPTNUPOBKa TECT-NMNO/TOCOK

+  EC/nv nepeg nepebIM UCMO/b30BAHUEM TECT-NONOCOK Bbl 3aMETU/N, UTO TY6YC OTKPLIT UM NMOBPEXAEH, EC/N KPbILIKA
3aKpbITa He MOMHOCTbIO, EC/IN 3aMETHBI Kak1e-MB0 NOBPEXAEHUS KPBILKWA WK TyGyca, UK ec/i YTo-TO MellaeT
NIOTHOMY 3aKPbITUIO KPBILLKM, HE UCMONb3YliTe TeCT-Nonocku. O6paTuTeCh B IH(OPMALMOHHBI LEHTP.

+  XpaHuTe TecT-Nonocku npu Temnepatype oT 4 1o 30 °C. He 3amMopaxmBaiiTe TECT-NONOCKM.

+ [pumeHsiiTe TeCT-NONOCKM Npu Temnepatype oT 4 ao 45 °C.

+  [pumeHsiiTe TeCT-N0MOCKM Npu BRaxHocTh oT 10 4o 90 %. He xpaHuTe TECT-NONOCKN BXXapKO 1 BNaXHOW Cpese
(Hanpumep, B BaHHON KOMHATE WK Ha KyXHe).

+  XpaHuTe Heucnonb30BaHHbIE TECT-NOMOCKN B NIOTHO 3aKPbITOM OpUrMHAIBHOM Ty6yCe ¢ TecT-nonockamu.

+  TNoTHO 3akpbliBaiiTe TybyC C TECT-NOMOCKaMK Cpasy Xe Mocne U3BMeUEeHNs U3 Hero TeCT-NON0CKM, YTO6bI 3aLUTUTL
TECT-NOM0OCKK OT Bfiaru.

*  Vcnonb3yiiTe TeCT-NOMOCKY Cpasy Xe Mnoc/e U3B/eYeHns ee U3 Tybyca ¢ TeCT-N0I0CKaMM.

+  Ecnm cpok rogHOCTH TECT-NON0COK NCTEK, HEOOXOANMO X YTUAN3MPOBATb. [MpK MCMOMb30BaHUM TECT-NOIOCOK C
UCTEKLNM CPOKOM TOAHOCTM BO3MOXHO MOJYyYEHNe HEBEPHbIX Pe3y/ibTatoB. CPOK TO4HOCTH HanevyaTaH Ha ynakoBke
TECT-NO/I0COK W ITUKETKe Tybyca C TeCT-Nos0ckamMu pPsZoM C CUMBONOM 6. Mpu NpaBUALHOM XpaHEHUN Y
MPUMEHEHUN TECT-NOMOCKM MOXHO UCNONb30BATb 40 HaneyaTaHHOl faTbl OKOHYAHUS CPOKa FOAHOCTH. 3TO OTHOCUTCS
K TECT-NosIockam 13 HOBOTO, HEBCKPBITOro Tybyca C TECT-NONOCKAMMU U K TECT-NOMOCKaM W3 Tybyca C TeCT-NoMocKkamu,
YXE OTKPLITOrO M0/Ib30BATE/NEM.

+  lcnonb3yiiTe TeCT-NONOCKY TONBKO OAMH Pa3. TECT-NOMOCKN NPefHa3HauEHb! TOMbKO 4151 OAHOKPATHOrO
MCNO/Ib30BaHMS.

+ TpaHcnopT1poBaTh TECT-MO/IOCKN B COOTBETCTBAW C NPaBUIaMu XpaHeHus.

BbINONMHEHME N3MEPEHNS YPOBHS T/IOKO3bl KPOBU

CneglyitTe MHCTPYKLMAM MO NONYYeHNt0 06pasLia KpOBN U NPOBEAEHNIO U3MEPEHUS, YKa3aHHbIM B PYKOBOACTBE
MoNb30BaTens I/KOMETpa.

NHTepnpeTaums pe3ynbTaToB N3MEPEHNS

HopMmastbHbIi YpOBEHb F/110KO3bI KPOBU HE CTPaJatoLLEero AMabeTom B3pOCOro Yen0Beka He MPEBLILIAET HaToLlak

5,6 MMonb/n." HopMasibHbIii YpOBEHb T1H0KO3bI KPOBW HE CTPaJaloLLero AnabeTom B3pOC/IOro YeioBeka Yepes 2 yaca nocne
eflbl He NpeBbILLAaeT 7,8 MMOAL/, YTO MOXHO ONpesenuTb, HanpUMep, NpK NOMOLLY NepOPabHOTO F0KO30TONEPaHTHOrO
Tecta (fIfTT), npegycmarpusaioLLero npuem 75 1 roko3bl. Kputepuem ans AnaTocTukm auabetay B3poc/bix

CNYXMT YPOBEHb [M0KO3bI KPOBM HATOLaK He MeHee 7,0 MMOSb/N, MOATBEPXAEHHbI B ABYX TecTax.CocTosaHue
B3POC/IbIX C MOKA3aTeIeM YPOBHS T/1I0KO3bl KPOBW HATOLLAK 0T 5,6 0 6,9 MMOAbL/N OnpefenseTcs kak HapylleHue
IMIMKEMUM HaToLLaK (npesanabetayeckoe cocTosHue).” CyLLeCTBYIOT U Apyrue AUaToCTUYECKME KpuTepum guaberta.
O6patuTech K nevallemy Bpady, 4Tobbl ONpefenuTb Haume U OTCyTCTBME Y Bac AvabeTa. [lns niofeii ¢ caxapHbiM
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[IMabeToM: MPOKOHCYNIbTUPYATECH C NleyallM BpayoM A/1s1 onpeienieHus Ballero MHAMBUAYabHOTO AnanasoHa
KOHLLEHTPALWIA T1I0KO3bl KPOBU. BLIMOMHSAITE KOPPEKLMIO HU3KOTO UMM BLICOKOTO YPOBHS T/1IOKO3bI KDOBH, PYKOBOZACTBYSCH

peKkoMeHAaLVMsAMI NeYalLiero Bpaya.

HeoOblyHble pe3ynbTarbl N3MEPEHNA

Ecrm Ha guennee rnokomeTpa otobpaxaetcs LO, BeposATHO, YPOBEHb [110KO3bl KPOBUM HuKe 0,6 MMOJIb/I.
Ec/m Ha gucnnee rnokomeTpa otobpaxaetcs Hi, BEPOATHO, YPOBEHb /110KO3bl KPOBU BbiLle 33,3 MMOSb/N.
[lns nonyyenns nogpobHoit MHopMaLymi o coobLeHUsX 06 oLKnbKax cM. pyKOBOACTBO NOMb30BATENS.

A MEPA MPELOCTOPOXHOCTW

PUCK cepbesHoro Bpefa Ans 340poBbs

Hukoraa He UrHOPUPYIATE CUMNTOMbI W HE BHOCUTE CYLLECTBEHHBIX M3MEHEHMIH B TEpanuio caxapHoro /3a6era, He
MOCOBETOBABLUNC C leyalliuM BpayoM. EC pesynbTaT U3MEpPEeHns ypoBHS FNtoKO3bl KPOBM He COOTBETCTBYET BallieMy
CaMOYyBCTBUIO, BLINOMHUTE CeAytoLme AeiicTBIS:

+  [loBTOpPUTE M3MEPEHNE YPOBHS T/IH0KO3bI KDOBY C HOBOW TECT-NOMOCKOM.

*  BbINOMHNUTE KOHTPONBHOE M3MEpPEHNE Tak, kak ONMCAHO B PYKOBOACTBE NO/b30BATENS.

+  O6patuTech K PyKOBOACTBY NO/b30BATENS 47151 NOMYYEHIUS MHGDOPMALMN O APYTNX MPUUMHAX.

EC/v Bawwn CMMMTOMbI MO-MPEXHEMY HE COOTBETCTBYIOT pe3y/ibTataM U3MEPEHNs YPOBHS FN1H0KO3bl KPOBM, 06paTUTECh
K Nieyalllemy Bpauy.

[nana3oHbl KOHTPO/IbHbIX 3HAYEHWUIA 171 KOHTPO/bHbIX PaCcTBOPOB
AKKy-Yek MHCTaHT

Control 1 (KOHTpONbHbIA pacTBOp YpoBHs 1): 1,7-3,3 MMOAb/N
Control 2 (KOHTpOMbHbI# pacTBOp ypoBHA 2): 14,0-19,0 mMmons/n

BHMMaHMIO neyvallero Bpaya

CucTeMy MOXHO WCMO/b30BaTL B MECTaX MEAULMHCKOTO 0BCNYXMNBAHUS HACENEHMS, TakuX kak BpayeGHble KaBUHETHI,
o6Lue nanarbl, Npy NO03PEHUN Ha CaxapHblil ANABET, a TakKe B SKCTPEHHBIX CyYasX.

MonyyeHne 1 NOAroToBKa obpasua nevalim Bpayom

NPy UCMOMb30BaHUN TIOKOMETPOB AKKY-Yek MHCTaHT n Akky-Uek WHcTaHT C Bcerga npuaepxusaiitech
06LLEeNpUHATLIX NPaBUa Mo 06paLLeHUo ¢ NpeaMeTamMm, KOTOpbIe MOTYT BbITb 3arpsA3HEHbI GUOMOTMYECKM MaTEpPUAoM
yenoseka. MpuaepxMBaiiTeC NpaBuUn rUTMEHbI U Mep NPeSOCTOPOXHOCTM, YCTAHOB/EHHDIX B Balleii fabopatopum umm
yUpexaeHnu.

¢+ [Ina u3mepeHuns YpoBHS rMI0KO3bl KPOBW TPeBYeTCs Kanns kposu. MOXHO UCNONb30BaTh KANUANAPHYIO KPOBb.
lcnonb3oBaHne BEHO3HOI, apTepuasibHON UK HeOHaTasbHOM KPOBM JOMYCKaeTCs, ecn ee 3a60p ObiN BbINOMHEH
Neyallum BpauoM.

+ Tlepep B3aTeM W HaHeceHeM 06pa3sLia KpOBM Ha TECT-NONOCKY He 3abyfbTe OUNCTUTL CUCTEMY BHYTpUapTepuasibHOro
BBEEHMA.

+ CucTema UCMbITbIBANACH C HEOHATa/bHON KpOBbto. COrnacHo npasunam Haf/iexalleil KMHUYecKkoi npakTukm,
OCTOPOXHOCTb PEKOMEHAYETCS NPU WHTEPNPETaLMM nokasaTesieil YPoBHS F/1H0KO3bl HEOHATANIbHON KPOBU HIKE
2,8 Mmonb/n. Cobniofaiite NpUHATLIE B BALLEM YUPEXAEHUM PEKOMEHAALMM N0 aMOynaTopHOMY le4eHMo
HOBOPOX/IEHHBIX C KPUTUYECKUMI MOKa3aTensamMm ypoBHS I110KO3bl KPOBMW.

«  [Inq cBefEHNA K MUHUMYMY 3cpdheKTa rnKonn3a usMepeHne KOHLEHTPaLM roko3bl B BEHO3HO Wu apTepuasbHON
KPOBW [O/MKHO MPOBOAUTLCA He no3gHee 30 MUHYT nocne 3abopa Kposu.

+ He ponyckaiite 06pa3oBaHus BO3LYLUHbIX My3bIpbKOB B NUMNETKAX.

+ [lonyckaeTcs npuMeHeHne 06pasLioB KanuspHON, BEHO3HON M apTepuasibHOI KPOBW C COLEPXAHNEM CeayHLINX
aHTUKOArynsaHTOB UK KOHCepBaHTOB: SATA. IUTUA AW HATPUA renapuHaTt. AHTUKOArynaHThI, COAepXallue nogoalerar
nAm topug, He PEKOMEHIYHIOTCS.

+ Tepeq n3mepeHnem oxnaxaeHHble 06pasLibl HE06X0AMMO MeA/IEHHO 0BECTM O KOMHATHON TeMnepaTypbl.

lEI,OI'IO}'IHI/ITe]'IbHaFl I/IHd)OpMaLI,I/IFI Ana nevyawero spada

EC/v pe3ynbTaT M3MEPEHIs YPOBHS T/1IOKO3bI KPOBI HE COOTBETCTBYET KMMHUYECKOI CUMNTOMATUKE NauueHTa uin
KaXeTCs C/MLIKOM 3aBbILUEHHBIM WK 3aHKEHHbIM, BbINOSHUTE KOHTPOILHOE U3MEpPeHNe. EC/M KOHTPO/IbHOE M3MEpEHUe
NOATBEPX/AET, UTO CUCTEMA UCMPaBHa, MOBTOPUTE U3MEPEHNE YPOBHS FIOKO3bI KPOBW. EC/M pe3ynbTaT NOBTOPHOIO
N3MEPEHUST YPOBHS T/IOKO3bI KPOBM MO-MPEXHEMY KAXETCH HEOBbIYHbIM, CNIedyiATE PEKOMEHAALMAM YUPEXAEHNS.
YTUAN3npyiTe COAEPXIMOE YNaKoBKI COTTACHO NPaBUaM yupexaeHns. A3yunte MeCTHbIe NOCTaHOBNEHWS, NOCKOMbKY B
pasHbIX CTPaHaX OHW MOTYT Pa3MuaTLCS.

(/Oparl
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Orpannyenuns

HexoTOpHIe COCTORHMA W 3250N1GBAHNR MOTYT CTETE NPHSNHON HENPABNALHOND POSYNLTATE HIMEPEHNA YDOBHR (TNOKD3SI

KpoBM. ECAM Bbi SHAETE, YTO K BAM MDHMBHIMO DHO MM HECKONLKO HI CRGRYIOUIMX COCTOSHWNA W Sa00nesasi, He

NCNOALIYHTE TOCT-NONOCKY. EC/M B6) HE YBEPEHDI, KACAOTCA ik BAC KAKNE-WG0 U3 THX COCTOSHMA M Salonesarmii,

DOPATHTECH K NOUBLLIBMY BPAYY.

*  YposaHb MMA08 (TPHIMMLBPHA0E) > 20,3 MMONL/A MOIKOT NPHUBOAKTS K JABLHLIBHING POSYNLTATOS U3MEDEHUA YDOBHR

TIMOKOSbi KPOBM.

He MCnOAL30BATL CHETEMY BO BPEMA TECTA aGCOPOLIMM KCMNOSHL.

He HenomL308aTh CHETOMY, OGN Bbl RONYNBETS BHYTPHBSHHOO BEEACHHS ACKOPINHOBON KWENOTHI.

¢ [IpN HEROCTATOUHOCTH NEPMBEPHUSCKOND KPOBODPALLEHUA COOP KAMMANAPHOR KPOBM H3 YTBSDIKAEHHIX ANA ITOTD
YHaCTKOB H8 POKONIBHILYSTCH, NDCKONbKY PB3YNETATS MOTYT HE OTPAXATD HCTHHHLII RSHONOrYYECKIi yposaHy

CAONOIH KPOBW, STO BOMONHO NP CRRAYIOUINK 0OCTOATELCTEAX: TSUKENAN ASTUAPATALIMA, OYCNDBACHHAA

ANAOSTHHOCKIM KETOALIMAOIOM N/ FHNEDIANKEMUNECKNM THTIEPOCMORADHLIMN HEKETOHSMNYECKNM CHHADOMOM,

CANOTEHMNS, WWOK, ASKOMNEHCHPOBAHHAR CEPISUHAN HEROCTATONHOCTD 4-T0 KNAsca NO NYHA Wmt OKKNIOSHOKHOS

NOPDKOHIUE NEPHDEPHYOCKHK APTEPHALHLIX COCYADS.

lemaToupHT SOMDKEH HAXOANTLCA B AManasoHe o1 10 a0 65 %. Ecam B He 3taeTe CBONH FOMATOKPWT, O0paTHTECH K

CBOBMY NEYALEMY BPaYY.

Honuimanun CHCTENMb NPOBOAMAMCH HA BHICOTE HAA YPOBHEM MOPs 10 3034 MeTPos. He uCroms3yiTe CNCTeMy Ha

BuicoTe Gonee 3094 MeTPOB HAR YPOBHOM MOPA.

Padoune xapakTepucTuku

mm-wmmmmmmmlsmsmmw (TecT-CHCTOMO! ANA AUATHOCTISKN
i vifro - TpeOoBaHNS K CHCTEMM MOHHTOPHHIA FIMOKO3M B KPOBH AU CAMOKOHTPONR NPH NIEYSHNN CAXAPHOMD AMADETa).

Kmﬁmummsmmmmmm(m
MOKO3b). POEPBHTHLIE SHENGHUS

HOOKHSAA TPAHNLA NOKAIAH (COMDI Heaxil OTOBDAIEMMIE NOKB33TEN): 0,6 MMONL/N ANS TECT-NONOCKH
Ananaaon namopennit cucromor: 0,6~33,3 Mmonn/t

0Gvem abpasua: 0,6 mkn

Bpomn namepouna: <4 coxyHn

TounocTs cucTeMbI:

B2HHOIO O TOUHOCTH CHCTEMbI NPH KOHLSHTPALIM IMIOKO3L! HLKE 5,55 Mmans/n )

a npeaenax +0,28 mmont/n | B npeassax +0,56 mmone/n | 8 npeaenax +0,83 mmons/n I

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

Jlantinie O TONHOCTH CHCTOMDI TPM KOHLISHTDAEIN FTHOKOSH, DABHOW MAK BbILE 5,55 Mmonu/n
B npeaenax +5 % B npeaenax £10 % B npeaanax =15 %
341/438 (77,9 %) 435/438 (99,3 %) 438/438 (100 %)

BaHHbIe 0 TOYHOCTH CHCTEMY MW KORUSHTPRLINN TI0K03b! OT 2,2 Mmanb/n A0 26,7 MMOnLN

8 npeaenax +0,83 mmonet/n uaw B npesenax =15 % I

600/600 (100 %)

[lOBTOPAEMOCTD:

Cpepnee

3HaveHne [Mmone/)

23 47 7.6

12,0 19,6

Craraaprhoe

OTKNOHEHN® [umone/s

0.1 0,1 0,2

0,3 0,5

KoadhgwumenT sapuaumm [%)

2,2

2,5 2,4
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NpomexyToMHan NPOUN3HOHHOCTD:

Cpegree 3HaYeHNS [mmonw/n) 2,6 6,6 16,6
CranaaprtHoe OTKNOHeHUe [Mmone/n] 01 0,2 03
KoagxpuuueHT BapuaLm [%) — 29 2,0

OuoNKs TOUNOCTI NOALIOBATORBN: PONPEIcHTATHBHOB NCCAGAOBAHNS GTHOCHTENLHO YNOBHA MMOKOSH! B 00pasue
KBNHUIIPHOR KPOEM I3 KOHWAKA Nansiia, NposeacHHoe cpaam 101 00bribiX NOREH C WCNORLIVBIHHOM CHCTEMbE KOHTPONA
YPOBHA ITH0KO KPOBM AKKY-Hex WHCTAHT, NOKASAND CHAGKYIONING PBSYNLTATHI:
® (1P KOHLSHTRALMN TRIOKO3b) HIKE 5,55 Muonu/n 100 % PeSYALTATOR KIMEPEHI HEXOAMNOCH B NPERBSEX
+0,83 MMONLN PESYNETATOB KIMEPEHNH, MOSTYYEHHMIX NAGOPATOPHLIM METOL0M.
¢ [Ipn KOHUSHTDALIMM TOKO30I, PABHOA WM BbILB 5,55 mmonb/n, 96,7 % POSYNILTATOS HIMEPeHW HAXOAWIOCH B
W:ﬁ%mmnmﬂﬁ NONYMEHHLIX NABOPATOPHLIM MOTOROM.
Ogpesnyen u3mopouns: Coepxauicn B TeCT-nanocke GepmeHt, FAD-338HCHMEN FA0K00AMAPOreHasa (GDH),
BLINANEHHEN B A, OryZA8, NPEBPRILAST TTNOKOIY 06PA3U08 KPOBM B IMIOKOHONAKTOH. PE3YNLTATOM STOR PEAKLMU SBNAETCA
Ge3BpaAHLIL ANSKTPHYECKIA CHIHAN NOCTORKKOND TOKA B FTHOKOMETNO, HCNONb3YOMbIA ANA BLIMUCNCHUA KOHUBHTPALMK
FTNOKO3L! KPOBH. XapaKTEPHCTHKK OOPAILA W CPEJIb HIMEPSHNA KOHTPOMKPYIOTCA APH NOMOILK CUIHANOS NOCTORHHOTO W
NEPEMBHHOID TOKA,
Mony4aescli C ROMOLLBIO STHX TOCT-NON0COK PESYNLTAT COOTBETCTBYST KOHUBHTPALIN ITNOKOIL! KPOBN B NNA3ME COMAcHn
pexomeHaaLIaM MeXayHapoAH0H (hagepaLpn KIMHHUBCKON XHMIM 4 1a00paTopHO# MeanLpHn (Intermational Federation
of Clinical Chemistry and Laboratory Medicine, IFCC).2 oarosy roxomeTp oTolpanasT XOHUSHTPALWN IN0KOSH Kpoed,
COOTBOTCTBYIOUING NIBINIE, XOTH HA TECT-NION0CIKN BOSTAR HARHOCHTCS LQALHARA KPOBL.

Coctas pearentac
Meauarop 8.6 %
FAD-GDH chepment 21,3 %
bychep 22,6 %
Crabunusarop 23%
BewecTsa, He BCTYNAOLME B PEAKLMIO 472%

CMUHNMANBHOS CONSPIKAHUE HA MOMEHT WATGTUBNIBHHA
Npwmeuanue: [ing nomywesms CNPaBONHON HHPOPMALPM W PACIUNDPOBKN KCNOALIDBAHHLIX CHMBON0S OOPATHTECH B KOHEY,
ARHHOR MHCTDYKUAM-BISIARLHLA,

HaGopti ANA BLINGAHEHNA KOHTPONLHOTO H3IMEPEHUA W TECTOB KA

ANHBIHHOCTD (8CAM AOCTYTIHML)
KOHTPOMLHLIH PACTBOP AKKY-YeK HHCTHT — CM. RHCTPYKLMIO-BRASANIL YNIAKOSKH KOHTPOMSHON PACTEOPE.
Halop ANR BLNCNHEHNA TOCTOR HA MMHEHHOCTD AKKY-YeK HHCTAHT = CM. HHCTPYKIYNO-BKAANLIL YRAKOBKM TECTDS Ha

Ammmmmmmﬁ HHIOPMALIMM NOCETHTE Hall) 880-CART WwWw.accu-chek.com wm o6pamwrecs B
HHPOPMALMOHHLIN LIBHTD.

YBeaoOMIEHUE O CEPbE3HLIX MHUUAEHTAX

JANR RBLMEHTOR/NORLI0BATAAGH/TPETHIX /L, NPONMBAOUX B EBponedcikon Cose # CTRAHAX C MASHTHUHOA CHCTEMOR
HOPMATMEHOTO DEFYIMPOBAHIA: B CTYMAE CEPLESHOND MRUMABHTA, NPOHIOWGQLEID B0 BpeMA JMG0 B PaSynLTaTe
UCTIONLSDBAHAN HACTOMUSTO HALEMNA, NPOCHM BAC YBAROMMTE 00 STOM NPOHIBOIMTONA M COOTBETCTBYIOUME KDMAETEHTHLIG
OPrAHDI 8 BAIIGH CTRAHS.

077 N AA ot RiIaNCA pucdese tly
Togrveat JHE M < IS 20 Ut el peraciRuw
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KosmuecTeo K3eIwil B YIaKoBKe

Ycnoewsn xpaHeHuRA (remnepatypa)

YiB38HHE HA HCTIONLIOBAHNE <ZIftA AKArHOCTHKK &7 Wirps

Crme0n sU3RBAKE NPERHA3HAYEHO AN CAMOTECTUPOBAHMHSA»

Crnenn sHIACMHE NPORHASHANEHO ANA NCCNEN0BAHNA NO MECTY NBUBHNS»
YHMKANSHON NASHTHRMIALNOtHHGIA KOR MBAMLIHCKOND HIAEINA

3uax CE-MapkupoRKH

3anper Ka NOSTOPHOS NPHMeHEHNS

HaHMEHOBENNE M AAPEC YNOTHOMOMEHHON OPTaHIINAN, WMNOPTEpa
Homep 1 A3T2 PErVCTPALNOHHOM YAOCTOBEPSHASA

fapanTutinbie o6asarenvcrea
nmmwmummimsmmmmum
8 COOTBETCTBIN C MHCTDYXLMON, 2 TRIOKS COBMORBHHA NPABHA XPAHEHMS U TPEHCNOPTHPOBIM. Hanemma cneayeT
HCNONLIDBATU A0 HCTENBHNR CPOXA NOAHOCTN, YKASAHHON HA YNdKoBxe.

Mpasuna NPeAROCTaBAGHNS PeKnaMaLMi (npeTensmii)

MopAAOK NPEALABNGHNA POKMAMALYN H OTEETOB HA HUX PEYIMPYETCA MPAKAAHCKMM NPasom. M0 BCEM BOTPOCaN,
CRASAHHLIM C OOCYXNBAHUOM HIARMNS, HEOBXOAMMO 00PATHTLCA K YNIONHOMOYEHHOMY NPEACTABHTEMNO NPOHSBOAUTENNA B
PO (YNONHOMOHOHHAN OPFaHNSALMA)™.

HihopamaLyno 0 HEGRAPONPMATHLIX COTLITHAX (HHUMACHTAX), CRAIAHHLIX C NPUMEHEHNEM MBIMLIWHCKOND H3AeMS,
HeOGX0AMMO HANPABARATE NPOHSBOAMTEI0 WM YNORHOMOUEHHOMY NPEACTABKTRMD NPOUIBoMTENS B PO
(/IOHOMOUSHHOR OpranmaLym) ™.

YnonnomoueHHbIA NPEACTABUTEND NPOVW3BOAUTENA HA TEPPUTOPUN

Poccuiickoil Peaepaumnn™ (ynonHoMoYeHHan oprann3auus)**, umnoprep:
Ana nomenna RONONHNTENLHOR KHOPMALHM NOCETHTE Hatll BG-CART www.accu-chek.Com ww ofpaTHrecs B
HAOpMALMOHHLI LIEHTD.

000 «Pow fiwarnacTiea Pycs

Opwanvecknit appec: 107031, Pocoun, Mocksa, TpyGkan nnowans, a. 2

Nouroews appec: 115114, Poccun, Mocxsa, SleTHMKOBCKAA yMLA, A. 2, CTp. 3

Ten.: 8 (495) 229-69-99

HHGOPMBLINGHHLIN LBHTD:

8-800-200-88-99 (GeCnnaTHO ANA BCEX POTUOHIS POCCIM)

Aapec an. nouTw: info@accu-chek.n

Bed-caiiT: www.accu-chek.ru

“YOMHOMOuEHHLIH NPSACTEBMTENL NPOMSEOARTENA B POCCUNCKOR DERePaLMU ~ ITO OPFraHU3aLM:, YIORHOMOUSHHAA
NPOM3BOAMTENGM (MSTOTOBNTRNEM) MPONIBOANTL PEMONT, TEXHHMECKOS OOCNIKMBIHNE # NPHHIKMATDL DEKNAMALN
{NPETEHINK) OT NOXYNATENSH HA TEPPUTOPHW POCCIICKDR Dagepati.

NOCREAHARA PEAAKLIMA: 2022-12
00603Ha43BT OOHOBMEHHYID WHOPMALIWD
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Consutt instructions for use or consuit electronic instructions for use / Consulter les
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Caution, refer to safety-retzted notes in the instructions for use accompanying this product. /
! Attention, se référer aux consignes de sécurité figurant dans les instructions d'utilisation du

produit, / OcTopoxno! 0GpaTHTECH K MHCTPYKLMAM NO HCROALI0ESHWO, /
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Temperature limit / Umite de température / Temneparyphi ARanason /
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Use only once / A usage unique / 3anpeT Ha NOBTOPHOS NPHMEHEHWE /
hid saalg opal plaidiwl
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(BCKPLITAR / HEBCKPLITAA YNANOBKA) /
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Al 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 ménagivres. Eliminez les bandelettes réactives usagées conformément A ia

ﬁ réglementation locale en viguewr. / YTHIMSAUMS ¢ GLITOBLIMA OTXORAMW ADTYCKARTCA AR
OGLIX KOMNOHBHTOS, HAXOARUHMCH B YNAKOBKE. YTHAHSHDYATE HCNONbIOBAHHGIE TeCT-
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In vitro diagnostic medical device / Dispositif médical de diagnostic in vitro / MeasupHcxoe
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Device for self-testing / Dispositif d'autodiagnostic / Manenme npeaxastayeHo Ans
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Maiufacturer / Fabricant / 3rotoutens (npoun:Neogutens) /
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Unique device identifier / Identifiant unique du dispositif / YHuKkanbHblii UAEHTUMKALMOHHBI

UDI
REF
SN
LOT

KOZ, MeINLIMHCKOTO naaenns /

Catalogue number / Numero de reference / Homep no katanory /

Serial number/ Numero de serie / CepuiiHblii Homep /

Batch code / Numero de lot/ Kog naptum /
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Complies vifith the provisions of the applicable EU Legislation / Conforme aux exigences

Ce

Egypt / Sudan

Roche Diagnostics Egypt for trading SAE

Galleria 40-WestTower-4th floor

26th July Street, El Sheikh Zayed, 6th of October
12568 Giza-Egypt

Phone : +202 38 543 300/ +202 38 543 301

Egypt

IBN SINA Pharmajeuflcal Industry Ltd.

Customer Support Number: 08000009187 (Landlioe) /
0238543388 (Mobile)

Sudan

Samasu Medical & Educational Services Co. Ltd., (SMES)
Hotline number for customer service: 2943

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

South Africa

Tel: +27 (11)504 4600

Email: info®accu-chek.co.za
wvnv.rochediabetescaremea.com

C€ 0123 |VD

Roche Diabetes Care GmbH
Sancflrofer Strassel16
68305 Mannheim, Germany
www.accu-chek.com
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en vigueur fixees par la legislation europeenne / OTBeuaeT Tpe60BaHUAM NPUMEHUMbIX
3aKkoHofatesbHbIX aktos EC/

(“JuLalj

Saudi Arabia
Roche Diagnostics Saudi Arabia LLC

6469 Northern Ring Road.AlAgeeq District

Riyadh 13519,3212, Saudi Arabia
Phone;+966 11 414 900

M,

i
0. d:.\Q4iiH 019

6469

United Arab Emirates / Bahrain / Jordan / Syria
Roche Diagnostics Middle East PZCO

Office NO.FZJ0A2401-19 & CO01 & 2

RO Box 261001

Dubai United Arab Emirates

Zone; Jebel Ali Free Zone

Phone:+971 4 8169000

UAE
Pharmatrade LLC
Customer Support Number: 8000320433

Bahrain
Clo General MedicalsW.L.L.,
Customer Support Number: 80001080

Jordan
Clo Nabih Nabulsi Drugstores
Customer Support Number: 00962790022858

Syrian Arab Republic
00 963113323813

Uy (1 iiLgj
in panAw gjuli

[+iUll .|<dl«jLo TAT*0
www.accu-chek.com

ACCU-CHEK, ACCU-CHEK INSTANT, and AKKY-YEK are trademarks of Roche.
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ITepeBoz ¢ aHTAHACKOrO H HEMENKOrO A3LIKOB HA PYCCKHMA S3BIK

3eenep sun [p. Gesumer (Seeler & Dr. Fellmeth)
MAbHAas KOHTOPa
Horapuanshas xontopa 3eenep axa Jip. @ennmer (Seeler & Dr. Fellmeth) Ne7* 23*68161 Maureiim

CTOBE

HacTosmmM CeroaHs MOATBEPAKAAETCA BEPHOCTh KOIMH ¢ NPEAICTABACHHOIO OPHIHHANA IOKYMEHTA.

r. Manreiim, 08.07.2024 1.

[TTonnucs)
3ennn Xysar (Senni Hundt)
BPHO notapryca a-pa Llltedana Genmmera (Dr. Stefan Fellmeth)
B I. ManreiiM

[Tepboraa nevars: J-p Litepan ®ennmer (Dr. Stefan Fellmeth)
Hortapayc B r. Manretim]

xoTopa Seencp 5ua Llp. Genamer (Seeler & Dr. Fellmeth)*Me 7, 23*68161 Manmefin * Hncimnduxaioionssilt HOMED RATEAMIMKS

HoTtapsantiias
HAC DE308834223
Ten, +49621860862-0 * dhaxc +49 621 860 862-89 * KANZLEIGNOTARIAT-07.DE * WWW . NQTARIAT-Q7.DE
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[JIorovan: «Pom»]

Texct Ha pycckoM a3bike MHCTpYRUMH NO NMPpHMEHEHHIO MeaUUMHCKOTO Kagenus: «TecT-mosockm
«AxKy-Yex® HucranT» (Accu-Chek® Instant)»

PA3PABOTYHK:
«Pom Inaberc Kea I'M6X» (Roche Diabetes Care GmbH), I'epmasing.
Canaxodep Likrpacce 116, 68305 Manreiim, lepmanns
(Sandhofer Strasse 116, 68305 Mannheim, Germany)

Yreepxaeno
«Pom Juabere Kea F'm6X» (Roche Diabetes Care GmbH)
Jara: 04 mionn 2024 rona
[moanucy) |soanuce)
(moanuch) (moanmuce)
Hanuzna XepGur-Maitep Kpucrodep MaxKapra
(Daniela Herbig-Meyer) (Christopher McCarthy)
IKCEEPT NO IANBKAM OTIEIR U0 PETYASTOPHLIM  JKCNEPT N0 3AABKAM 0TACAA HO PETYARTOPHLIM
BORPOCAM BODPOCRM

[Llkramn: «Pow [naBerc Kea I'm6X» (Roche Diabetes Care GmbH)
Canaxodep Llltpacce 116

68305 Manre#im, Tepmanug

(Sandhofer Strasse 116, 68305 Mannheim, Germany)]

2024
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CE0123 IVD
ACCU-CHEK, ACCU-CHEK INSTANT n AKKY-YEK aBnat0TCA TOProBbIMy 3HakaMmn «PoLL».

" «Pouw Amnabete Kea FM6X» (Roche Diabetes Care GmbH) [/ToroTun: «Pouu»]
CaHpxodgep LLTtpacce 116
68305 MaHreim, MepmaHus
(Sandhofer Strasse 116, 68305 Mannheim, Germany)
www.accu-chek.com

© 2024 Pow Aunabete Kea (Roche Diabetes Care)

[Fep6oBas nevats: O-p LWTethaH dennmet (Dr. Stefan Fellmeth)
HoTapuyc B r. MaHreim]

MNepeBog BbIMOSTHW NEPEBOAYNK
Pembira CemeH FOpbeBuy
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Poccuitckaa ®epepayus
[Topof MockBa
[ecaTtoro okTA6pAa ABe TbiCAYM ABajLaTb YeTBEPTOro roja

A, TymuHa Bepa AHJpeeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYHO MNOAJNMHHOCTb

nognucu nepeBoAunka Pembir CemeHa KOpbeBunya.
Moanuck cienaHa B MOEM NPUCYTCTBUMN.
JINYHOCTb NOANMCABLLEr0 JOKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHo B peectpe: Ne 77/2347-H/77-2024-

YnnayeHo 3a COBeplleHne HOT manbHOro aenctemsa: 400 py6. 00 kon.
n o

-\ P — N B.A. TymunHa

Sm
o, "
* .

> \
MpolwHypoBaHo, NPOHYMEPOBAHO
N CKpersieHo neyatbto 48 NUCTOB. t.
Y N
B.A. TymuHa
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