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Report Number
Rapor Tarihi .
Date Of Report ¢ 30.12.2021
Analiz Amaci . Stabilite Testi
Purpose of analiysis *  Stability Test
Miisteri Ad1 ve Adresi . Erfecen Medikal Malzemeleri Sanayi Ticaret Limited Sirketi
Customer name and address *  Cumhuriyet Mah. Nehir Sk. No:60 Sisli - istanbul / Tiirkiye
Numunenin Tanimi . Burun Deligi Sekillendirici
Description of the sample ‘
Numune Seri / Lot No
Sample Serial / Lot Number : E010621
Numunenin Ambalaji/Miktari . Erfecen - 6 Cift
Packaging / Amount of the Sample °  Erfecen - 6 Pairs
Numunenin Kabul Tarihi
Sample Acceptance Date P 20.07.2021
Analiz Baslangi¢c Tarihi .
Analysis start date P 22.07.2024
Analiz Bitis Tarihi i
End Date of Analysis : ZEE
Rapor Sayfasi I
Report Page
Yapilan Analizler Sonug Olgiim Limiti Geri Kazanim Olgim Belirsizligi Analiz Metodu Degerlendirme
Analiysis Result Measuring limit Recovery Measurement uncertainty Analysis Method Evaluation
Stabilite Testi Uygun ASTM F 1980 U
Stability Test Suitable S

Aciklama: ASTM F 1980 Standardi kullanilarak tirtiniin sekli ve ambalaj 6zelliklerine gore dayanabilecegi sicaklik ve gergek
zamanli raf 6mril siiresi hesaba katilarak yapilan hesaplama sonucunda iiriiniin hizli yaslandirma siiresinin uygunlugu tespit
edilmistir.

Gergek raf omrii " 4 Y1l " olarak belirlenmis {iriin i¢in 58 °C %70 Nem ve 146 giinliikk hizlandirilmig raf dmrii analiz stiresi
sonunda numuneye ambalaj kontrolii yapilmis ve iiriin 14 giinliik sterilite testine alinmigtir.

Ambalaj 6zelliginde her hangi bir deformasyona rastlanmamuistir. Uriin sterilite test sonucu uygundur.

Uriin igin belirlenmis "4 Yillik " raf 6mrii siiresinin uygun oldugu tespit edilmistir.

Explanation: As a result of the calculation made using the ASTM F 1980 Standard, taking into account the temperature and
real time shelf life time of the product according to the shape and packaging characteristics, the suitability of the fast aging
time of the product was determined.

For the product whose actual shelf life is determined as "4 Years", the packaging was checked at the end of the analysis period
of 58 ° C, 70% Humidity and the accelerated shelf life of 146 days, and the product was taken to the 14-day sterility test.

No deformation was found in the packaging feature. The product sterility test result is suitable.

It has been determined that the "4-year" shelf life for the product is appropriate.

** Analiz metodu akreditasyon kapsamindadir.
** The method of analysis is within the scope of accreditation.
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Degerlendirme;
Yapilan muayene ve analiz sonucunda yukarida belirtilen degerler tespit edilmistir.
1. Bu analiz raporunun higbir boliimii tek basina veya ayr1 ayr1 kullanilamaz. Imzasiz ve miihiirsiiz raporlar gegersizdir.
2. Analiz sonuglari yukarida belirtilen numune i¢in gegerlidir.
3. Gerektiginde ol¢iim belirsizligi ve geri kazanim bilgileri analiz sonuglari ile birlikte verilir.
4. Adli ve idari islemler ile reklam amaciyla kullanilamaz. izinsiz olarak kismen ¢ogaltilip yayinlanamaz.

Kisaltmalar: TE: Tespit Edilmedi, U: Uygundur, UD: Uygun Degildir, DY: Degerlendirme Yapilamadi, Deg: Degerlendirme

Evaluation;
As a result of the examination and analysis, the values mentioned above were determined.
1. No part of this analysis report can be used alone or separately. Unsigned and unsealed reports are invalid.
2. The results of the analysis are valid for the sample mentioned above.
3. When necessary, measurement uncertainty and recovery information is provided with the results of the analysis.
4. Tt can not be used for forensic and administrative purposes and advertisement purposes. It cannot be reproduced and
published partially without permission.

Abbreviations: ND: Not Detected, S: Suitable, NS: Not Suitable, NEM: No Evaluation Made, E: Evaluation

Laboratuar Sorumlusu Laboratuar Miidiirii Numune Kabul Sorumlusu
Responsible for Laboratory Laboratory Manager Sample Acceptance Officer

MEDICERT ULUSLARARASI JRON VE SiSTEM
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