ContOUf; Pentru utilizare cu toate
glucometrele CONTOUR®PLUS V
RS

Bandeletele de testare a glicemiei oD

Scopul utilizarii: Bandeletele de testare CONTOUR PLUS sunt destinate utilizarii impreund cu familia de glucometre CONTOUR PLUS pentru

autotestarea de cétre persoanele cu diabet si pentru testarea in proximitatea pacientului de catre medici pentru masurarea cantitativa a glucozei in

séangele venos si sangele integral capilar proaspét recoltat din varful degetelor. Pentru instructiuni privind testarea din locuri alternative din palma,

consultati ghidul utilizatorului glucometrului. Consultati ghidul utilizatorului glucometrului privind utilizarea neonatala si arteriala.

Material furnizat: Bandelete de testare a glicemiei. Materiale necesare, dar care nu sunt furnizate: Glucometru, ace de intepare si un dispozitiv

de intepare compatibile.

Pastrare si manipulare

* A se pastra bandeletele la temperaturi cuprinse intre 0°C i 30°C.

* A se pastra bandeletele de testare numai in flaconul original. Inchideti strans capacul imediat dupa scoaterea unei bandelete de
testare.

* Pentru bandeletele de testare in folie de j, pastrati folia de ambalaj a bandeletei de testare in cutia de transport. Pastrati folia
de ambalaj a bandeletei de testare inchisa pana cand sunteti pregatit sa utilizati bandeleta de testare. (Este posibil ca bandeletele de
testare in folie sa nu fie disponibile in fiecare tara.)

(ATENTIE: Nu utilizati bandeletele de testare dupa % data de expirare. Data de expirare este imprimaté pe eticheta flaconului si pe cutia)

bandeletelor de testare sau pe folia de ambalaj.

 Dacd glucometrul si/sau bandeletele de testare sunt mutate de la o temperaturé la alta, [&sati sa treaca 20 de minute pentru a permite adaptarea
la noua temperaturd inainte de a efectua un test de glicemie. Intervalul de temperaturd de operare al bandeletei de testare este de la 5 °C la 45 °C,
de la 10% la 93% umiditate relativd (RH). Ghidul utilizatorului va identifica intervalul de temperatura adecvat pentru functionarea glucometrului
dumneavoastra.
« Asigurati-va cé flaconul sau folia de ambalaj aferente bandeletelor de testare nu au fost deschise anterior. Pentru bandeletele de testare in folie
de ambalaj, nu trebuie sa perforati, sa rupeti sau sa indepartati folia pana cand nu sunteti pregatit sa utilizati bandeleta de testare. Verificati ca
rodusul sa nu prezinte parti lipsa, deteriorate sau rupte. Contactati Serviciul Clienti la +40 31 101 9500 pentru piesele de schimb si asistenta.

Bandeletele de testare sunt exclusiv de unica folosintd. Nu reutilizati bandeletele de testare.
Numarul de bandelete de testare incluse.

(T3] Procedura de testare: inainte de testare, consultati ghidul utilizatorului glucometrului si instructiunile suplimentare incluse in cutia
glucometrului pentru detalii cu privire la manipularea, testarea intervalului de masurare si limitarile bandeletelor de testare. Ghidul utilizatorului va
identifica conditiile adecvate pentru functionarea glucometrului dumneavoastra.

Rezultatele testarii: Consultati ghidul utilizatorului glucometrului pentru detalii despre rezultatele testérii si datele referitoare la performantele clinice
pentru glucometrul dumneavoastrd compatibil. Glucometrul dumneavoastra a fost presetat pentru a afisa rezultatele in mmol/L (milimoli de glucoza
pe litru de sange) sau mg/dL (miligrame de glucoza pe decilitru de sange). Rezultatele exprimate in mmol/L vor avea intotdeauna punct zecimal
(de exemplu, 5,3 mmol/L); rezultatele exprimate in mg/dL nu vor avea niciodata punct zecimal (de exemplu, 96 mg/dL). Dacé rezultatul testarii
dumneavoastra nu este afisat corect in mmol/L sau mg/dL, contactati Serviciul Clienti la +40 31 101 9500.

Medici: Consultati ghidul utilizatorului glucometrului pentru instructiuni specifice medicilor.

Intervale tinta: Consultati ghidul utilizatorului glucometrului pentru intervale tintd.

Rezultate di bile sau necc te: Consultati ghidul utilizatorului glucometrului pentru solutionarea problemei. Dacé incercarile

de solutionare a problemei esueaz, contactati Serviciul Clienti la +40 31 101 9500.

Controlul calitatii: Trebuie sé efectuati un test de control dacé considerati ca bandelete de testare pot fi deteriorate, dacé considerati ca glucometrul

dumneavoastra nu functioneaza corespunzator sau dac obtineti, in mod repetat, rezultate neprevazute la testarea glicemiei. Medicii ar trebui sa

urmeze cerintele de testare a controlului calitétii stabilite de unitatea lor. Utilizati numai solutii de control CONTOUR®PLUS (nu sunt furnizate).

Aceste solutii de control sunt destinate utilizérii specifice cu toate sistemele CONTOUR®PLUS. Rezultatele testarii de control trebuie sé fie

cuprinse in intervalul (intervalele) de control imprimate pe fiecare folie de ambalaj sau flacon al bandeletei de

testare. In caz contrar, nu utilizati glucometrul pentru a va testa glicemia pand la solutionarea problemei.

AVERTISMENT

« Sufocare: A nu se lasa la indemana copiilor. Acest ambalaj contine piese mici care pot provoca sufocare daca
sunt inghitite accidental.

* Risc biologic potential: Personalul medical sau persoanele care utilizeaza acest sistem la mai multi
pacienti trebuie sa respecte procedurile privind controlul infectiilor, aprobate de catre institutia respectiva. 90013506
Toate produsele sau obiectele care vin in contact cu sangele uman, chiar si dupa ce au fost curatate, trebuie
manipulate ca avand capacitate de transmitere a bolilor infectioase. Utilizatorul trebuie sa urmeze recomandarile privind prevenirea bolilor cu
transmitere pe cale sanguina la nivelul structurilor sanitare, conform recomandérilor privind probele umane cu potential infectios. !

* Risc biologic potential: Eliminati bandeletele de testare ca deseu medical sau conform recomandarilor medicului dumneavoastra.

* Risc biologic potential: Spalati intotdeauna bine cu apa si sapun si stergeti bine mainile inainte si dupa testarea sau manipularea
glucometrului, a dispozitivului de intepare sau a bandeletelor de testare.

Compozitie chimica: Glucozo-dehidrogenazéa FAD (Aspergillus sp., 4,0 U/bandeleté de testare) 21%; mediator 54%; componente nereactive 25%.

Optiuni de comparare: Toate sistemele CONTOUR PLUS sunt destinate pentru utilizare cu sénge venos si capilar integral. Compararea cu 0 metoda

de laborator trebuie efectuatd simultan, cu sange din aceeasi proba.

NOTA: Concentratiile glucozei scad rapid datorita glicolizei (aproximativ 5-7% pe oré).2

Consultati ghidul utilizatorului glucometrului pentru datele de performanta ale bandeletei de testare CONTOUR PLUS, inclusiv pentru acuratetea,

precizia intermediara, repetabilitatea masuratorilor si principiul masurarii.

Limitari

1. Conservanti: Sangele poate fi recoltat de catre personalul medical in eprubete de testare care contin heparina. A nu se utiliza alti anticoagulanti
sau conservanti.

2. Altitudine: Rezultatele nu sunt afectate in mod semnifi cativ pana la altitudini de 6301 metri.

3. Solutii pentru dializa peritoneala: Icodextrina nu interfereaza cu bandeletele de testare CONTOUR PLUS.

4. Contraindicatii: Este posibil ca testarea glicemiei in sangele capilar sd nu fie adecvata din punct de vedere clinic la persoanele cu flux sanguin
periferic redus. Socul, hipotensiunea arteriald severa, hiperglicemia hiperosmolara si deshidratarea severa sunt exemple de stéri clinice care pot
afecta in mod negativ mésurarea glucozei in sangele periferic.

5. Interferenta: Bandeletele de testare CONTOUR PLUS au fost testate fatd de urméatoarele substante ce prezintd potential de interferentd, care
apar in mod natural in sange: bilirubind, colesterol, creatinind, galactoza, glutation, hemoglobina, trigliceride si acid uric. Nu a fost observat
niciun efect de interferenté pentru niciuna dintre substante, la concentratia cea mai inalta#, nici la nivelul patologic obinuit, nici la un nivel de trei
ori mai inalt decét valoarea superioara de referinta.5

6. Interferenta: Bandeletele de testare CONTOUR PLUS au fost testate faté de urmétoarele substante ce prezintd potential de interferent, care
apar in urma tratamentelor: acid ascorbic, paracetamol (acetaminofen), dopamina, gentisat de sodiu, ibuprofen, icodextring, L-dopa, maltoza,
metil dopa, iodura de pralidoxim, salicilat de sodiu, tolazamidé, tolbutamida. Nu a fost observat niciun efect de interferenta pentru niciuna dintre
substante, la concentratia cea mai inaltd#, nici la nivelul concentratiei toxice, nici la un nivel de trei ori mai inalt decét concentratia terapeutica
maxima.

7. Xiloza: A nu se utiliza in timpul testului de absorbtie a xilozei sau la putin timp dupa aceea. Xiloza din sange va cauza interferenta.

8. Hematocrit: Rezultatele bandeletelor de testare CONTOUR PLUS nu sunt afectate in mod semnifi cativ de valori ale hematocritului cuprinse intre
0% $i 70%.
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Informatii de contact:

Importat si distribuit de:

DIRECT PHARMA LOGISTICS SRL  Jud. lifov, Romania
Pantelimon, Bd. Biruintei nr. 162 diabet@directpharma.ro
Biroul nr. 2, cod postal 077145 www.directpharma.ro

Pentru intrebari, suport tehnic si informatii privind comandarea bandeletelor de testare, contactati Serviciul Clienti: +40 31 101 9500

Ascensia Diabetes Care Holdings AG Ascensia Diabetes Care ltaly S.r.I.
l A S C E N S IA “ Peter Merian-Strasse 90 Via Varesina, 162 c €
2797

Diabetes Care 4052 Basel, Switzerland 20156 Milano, Italy

Ascensia, sigla Ascensia Diabetes Care, Contour si sigla Fard cod sunt marci comerciale si/sau marci comerciale inregistrate ale Ascensia Diabetes

Care Holdings AG. Toate celelalte mérci comerciale sunt proprietatea detinatorilor respectivi ai acestora si sunt utilizate numai in scop informativ.
www.diabetes.ascensia.com
Daca este necesar, codul UDI al dispozitivului dumneavoastra se afla pe eticheta flaconului sau pe folia de ambalaj.

Rezumatul caracteristicilor de sigurantd si performanta (SSP) este disponibil in baza de date europeana privind dispozitivele medicale (EUDAMED): /\,
https://ec.europa.eu/tools/eudamed. Pentru a gési dispozitivul dumneavoastra, utilizati urmatoarele informatii: Producator: Ascensia Diabetes Care Lza
Holdings AG, numele dispozitivului: Bandelete de testare a glicemiei Contour Plus

In cazul in care apare un incident grav in timpul utilizarii acestui dispozitiv sau ca urmare a utilizarii sale, raportati acest lucru producatorului si/sau
reprezentantului sau autorizat si autoritatii dvs. nationale.

© 2024 Ascensia Diabetes Care Holdings AG. Toate drepturile rezervate. 90013506 Rev. 10/24
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For use with all
CONTOUR®PLUS meters

Contour:
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Intended Use: The CONTOUR PLUS test strips are intended for use with the CONTOUR PLUS family of blood glucose meters for self-testing by

persons with diabetes and for near-patient testing by health care professionals to quantitatively measure glucose in venous blood and fresh

capillary whole blood drawn from the fingertips. Check your meter user guide for alternative site testing from the palm. Check your meter user

guide for neonatal and arterial use.

Material Provided: Blood glucose test strips. Materials required but not provided: Compatible blood glucose meter, lancets, and a

lancing device.

Storage and Handling

« Store the strips at temperatures between 0°C and 30°C.

* For test strips in bottles, store the test strips in their original bottle only. Always close the lid immediately and tightly after
removing a test strip.

« For test strips in foil packets, store the test strip foil packet in the carrying case. Keep the test strip foil packet closed until you
are ready to use the test strip. (Foil test strips may not be available in every country.)
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(CAUTION: Do not use the test strips after the &3 expiry date. The expiry date is printed on the test strip carton and bottle label or foil packet.)
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« If the meter and/or test strips are moved from one temperature to another, allow 20 minutes for them to adjust to the new temperature
before performing a blood glucose test. The operating temperature range of the test strip is 5°C to 45°C, 10% to 93% relative humidity (RH).
Your user guide will identify the appropriate operating temperature range for the meter you are using.

 Ensure that the test strip bottle or foil packets have not been previously opened. For test strips in foil packets, do not puncture, rip, or tear
the foil until you are ready to use the test strip. Examine the product for missing, damaged, or broken parts. Contact Customer Service at
+974 44930058 / +974 44621899 for replacement parts and assistance.

The test strips are for single use only. Do not reuse test strips.
W Number of test strips included.

[[I3] Test Procedure: Before testing, see your meter user guide and additional instructions included in the meter carton for details on test
strip handling, testing, measurement range and limitations. Your user guide will identify the appropriate operating conditions for the meter
you are using.

Test Results: See your meter user guide for details on test results and clinical performance data related to your compatible meter. Your
meter has been preset to display results in mmol/L (millimoles of glucose per liter) or mg/dL (milligrams of glucose per deciliter). Results in
mmol/L will always have a decimal point (e.g., 5.3 mmol/L); results in mg/dL will never have a decimal point (e.g., 96 mg/dL). If your test
results are not displayed correctly in mmol/L or mg/dL, contact Customer Service at +974 44930058 / +974 44621899.

Health Care Professionals: See your meter user guide for instructions specific to health care professionals.

Target Ranges: See your meter user guide for target ranges.

Questionable or Inconsistent Results: See the meter user guide for problem solving. If attempts to correct a problem fail, contact
Customer Service at +974 44930058 / +974 44621899,

Quality Control: You should perform a control test if you think your test strips may be damaged, if you think your meter may not be working
properly or if you have repeated, unexpected blood glucose test results. Health care professionals should follow quality control testing
requirements established by their facility. Use only CONTOUR®PLUS control solutions (not provided). These control solutions are
designed specifically for use with all CONTOUR®PLUS systems. The control results should fall within the control range(s) printed on
each test strip foil packet or bottle. If they don’t, do not use your meter for blood glucose testing until you resolve the issue.

WARNING

» Choking: Keep out of reach of children. This product contains small parts that could cause suffocation if accidentally swallowed.

* Potential Biohazard: Health care professionals or persons using this system on multiple patients should follow the infection control
procedure approved by their facility. All products or objects which come in contact with human blood, even after cleaning, should be
handled as if capable of transmitting infectious diseases. The user should follow the recommendations for the prevention of blood-
borne transmissible diseases in health care settings as recommended for potentially infectious human specimens.

* Potential Biohazard: Dispose of the test strips as medical waste or as advised by your health care professional.

* Potential Biohazard: Always wash your hands with soap and water and dry them well before and after testing or handling the meter,
lancing device, or test strips.

Chemical Composition: FAD glucose dehydrogenase (Aspergillus sp., 4.0 U/test strip) 21%; mediator 54%; non-reactive ingredients 25%.

Comparison Options: All CONTOUR PLUS systems are designed for use with venous and capillary whole blood. Comparison to a laboratory

method must be done simultaneously with aliquots of the same sample.

NOTE: Glucose concentrations drop rapidly due to glycolysis (approximately 5%-7% per hour).2

See your meter user guide for performance data of the CONTOUR PLUS test strip, including accuracy, intermediate precision, measurement

repeatability, and principle of measurement.

Limitations

1. Preservatives: Blood may be collected by health care professionals into test tubes containing heparin. Do not use other anticoagulants
or preservatives.

2. Altitude: Up to 6,301 meters does not significantly affect results.

3. Peritoneal Dialysis Solutions: Icodextrin does not interfere with CONTOUR PLUS test strips.

4. Contraindications: Capillary blood glucose testing may not be clinically appropriate for persons with reduced peripheral blood flow.
Shock, severe hypotension, hyperosmolar hyperglycaemia, and severe dehydration are examples of clinical conditions that may
adversely affect the measurement of glucose in peripheral blood.3

5. Interference: The CONTOUR PLUS test strips were tested against the following potentially interfering substances occurring naturally in the
blood: bilirubin, cholesterol, creatinine, galactose, glutathione, hemoglobin, triglycerides, and uric acid. No interfering effect was observed
for any substance at the highest concentration? of either the common pathological level or three times the upper reference value.®

6. Interference: The CONTOUR PLUS test strips were tested against the following potentially interfering substances occurring from
therapeutic treatments: ascorbic acid, paracetamol (acetaminophen), dopamine, sodium gentisate, ibuprofen, icodextrin, L-dopa,
maltose, methyl dopa, pralidoxime iodide, sodium salicylate, tolazamide, tolbutamide. No interfering effect was observed for any
substance at the highest concentration? of either the toxic concentration or three times the maximum therapeutic concentration.

7. Xylose: Do not use during or soon after xylose absorption testing. Xylose in the blood will cause interference.

8. Hematocrit: CONTOUR PLUS system results are not significantly affected by hematocrit levels in the range of 0% to 70%.5
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Contact Information:

Imported and Distributed by:

Unipharm Trading LLC

7th Floor, KIA Motors Showroom, PO Box 6255, Al
Rayyan Road, Doha, Qatar.

+974 44930058 / +974 44631647
info@unipharm.com.qa

www.unipharm.com.qa

Scientific & Technical Services Co. WLL

Office 2, 2nd Floor, Building 271, St. 230, Zone 41,
Financial Square, C. Ring Road, Doha, Qatar.
+974 44621899 / +974 77695520 / +974 55316076
mail@stsqatar.com

For inquiries, technical support, and information on ordering test strips, contact Customer Service: +974 44930058 / +974 44621899
- Ascen5|a Diabetes Care ltaly S.r.l.
Via Varesina, 162

A S C E N S | A Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
4052 Basel, Switzerland 20156 Milano, Italy c €

Diabetes Care
Ascensia, the Ascensia Diabetes Care logo, Contour, and the No Coding logo are trademarks and/or registered trademarks of Ascensia
Diabetes Care Holdings AG. All other trademarks are properties of their respective owners and are used solely for informative purposes. 2791

www.diabetes.ascensia.com

If needed, your device’s UDI code is located on your bottle label or foil packet.
The summary of safety and performance (SSP) is available in the European Database on Medical Devices (EUDAMED):
https://ec.europa.eu/tools/eudamed. To find your device, use the following information: Manufacturer: Ascensia Diabetes Care Holdings AG;

Name of device: Contour Plus blood glucose test strips 2%)
If a serious incident has occurred during the use of this device or as a result of its use, please report it to the manufacturer and/or its L
authorized representative and to your national authority. PAP

© 2024 Ascensia Diabetes Care Holdings AG. Al rights reserved. 90013506 Rev. 10/24
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