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Rapor Numarasi (Report Number) :2022-C-08029 Rapor Tarihi (Date of Report) :10/10/2022

Analizin Amaci (Purpose of Analysis) . Sterilite Testi ( Sterility Test)

:Sanipack Solutions Ambalaj ve Saglk Uriinleri San.Tic.A.S. / ivedikkdy

Miisteri Adi/Adresi (Costumer name/address) mah. 1495 cad. No: 3/1 Yenimahalle/ANKARA

Numunenin Adi ve Tarifi (Name and identity of test item) : Sanipack Sterilizasyon Rulo Zarf

Numune Parti No / Parti Biiylikligi (Code of Sample) -

Numunenin Ambalaji/Miktari (Package of Sample/Quantity) : 1 Adet (1 Piece)
Numunenin Kabul Tarihi (Date of receipt of test item) : 26/09/2022

Analiz Baglama ve Bitig Tarihi (Date of Test/End of test) : 26/09/2022 - 10/10/2022
Raporun Sayfa Sayisi (Number of pages) 03

Deney laboratuvari olarak faaliyet gésteren OXiGEN ANALIZ LABORATUVARLARI , TURKAK'tan AB-0953-Tile TS EN ISO /IEC 17025:2017 standardina gore akredite edilmistir. (OXIGEN
ANALYSIS LABORATORIES, operating as an experiment laboratory, have been accredited by AB-0953-T from TURKAK in accordance with TS EN ISO / IEC 17025: 2017 standard.)

Tiirk Akreditasyon Kurumu(TURKAK) deney raporlarinin taninirligi konusunda Avrupa Akreditasyon Birligi(EA) ile Gok Tarafli Anlasma ve Uluslararasi Laboratuvar Akreditasyon
Birligi(ILAC) ile karsilikli tanima anlagmasi imzalamistir. (The Turkish Accreditation Agency (TURKAK) has signed a multilateral agreement with the European Accreditation Association
(EA) and a mutual recognition agreement with the International Laboratory Accreditation Association (ILAC).

Deney ve /veya 6lglim sonuglari, genisletilmis 6lgiim belirsizlikleri (olmasi halinde ) ve deney metotlari bu sertifikanin tamamlayici kismi olan takip eden sayfalarda verilmistir.( Test and
/ or measurement results, expanded measurement uncertainties (if any) and test methods are given in the following pages, which are the supplementary part of this certificate.)

(*) Analiz Metodu Akreditasyon kapsamindadir. (*) Analysis method is in scope of acreditation.

Degerlendirme (Evaluation):

Yapilan muayene ve analiz sonucunda yukarida belirtilen tespit edilmistir. (The above mentioned values were determined as the result of the inspection and analysis.)

1.Bu analiz raporunun higbir bélimii tek basina veya ayri ayri kullanilamaz.imzasiz ve miihiirsiiz raporlar gegersizdir. (No part of this analytical report can be used alone or separately.
Unsigned and unsealed reports are defund.)

2.Analiz sonuglari yukarida belirtilen numune igin gegerlidir (Analysis results are valid for the above sample)

3.Gerektiginde "Olgiim Belirsizligi" ve "Geri Kazanim" bilgileri analiz sonuglari ile birlikte verilir. (When necessary, "Measurement Uncertainty" and "Recover" information are given
together with the analysis results)

4.Adli ve idari islemler ile reklam amaciyla kullanilamaz. izinsiz olarak kismen gogaltilip yayinlanamaz. (Judicial and administrative procedures to be used for advertising purposes. It can
not be partially reproduced and published without permission)

5. Uygunluk ve uymazlik beyanlari igin Karar Kurali Talimati (TO1/PR20) www.oxigenanaliz.com web sitemizde mevcuttur. (The Decision Rule Instruction (TO1 / PR20) for declarations of
conformity and non-compliance is available on our website www.oxigenanaliz.com)

6. Karar Kurali 1: Kantitatif Analizlerde Olciim belirsizligi miisteri lehine olacak sekilde uygulanir. (Measurement uncertainty is applied in favor of the customer in Quantitative Analysis.)
7. Karar Kurali 2: Mikrobiyolojik analizlerde Karar Kurali Uygulanmaz. (Decision Rule is not applied in microbiological analyzes.)

Kisatmalar: T.E: Tespit Edilemedi, U: Uygun UD.:Uygun Degil , DY:Degerlendirme Yapilamadi Deg: Degerlendirme
Abbreviations: N.A: Not Detected A:Appropriate |A: Inappropriate  AF: Assessment Failed EVL :Evaluation
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Olgiim Limiti Olgiim
Yapilan Analizler Birim Sonuglar ;;Limit of Geri Kazanim Belirsizligi Analiz Metodu Deg.
(Analysis) (Unit) (Result) Measurement) (Recovery) (U;fc'z\a/lr;;m)ty (Analysis Metod) (Com.)
1-*Sterilite Testi Aerobik Mezofilik Bakteri
. U
(30-35°C 14 giin Tryptone Soy Broth) .
I . N A cfu/sip Ureme Yok - - - ISO 11737-2
1-* Sterility Test Aerobic Mesophilic Bacteria (No reproduction) @
(14 day Tryptone Soy Broth at 30-352C)
Negatif Kontrol cfu/sIP i U
Ureme Yok - - - ISO 11737-2
( Negative Control ) (No reproduction) @)
Pozitif Kontrol cfu/sIP ) U
Ureme var - - - ISO 11737-2
(Positive Control ) (Reproduction) @

< METOD TANIMI

ISO 11737-2 veya European Pharmacopoeia standartlarinda taniml olan direk inokiilasyon metodu uygulandi. Musteri tarafindan galisiimasi istenen standart
belirlendi ve Uriin oransal parcasi TSB besiyerleri iceren kavonozlari 30+1°C ‘de ,14 giin siiresince inkiibasyona birakildi (ISO 11737-2). European Pharmacopoeia
ise Urlin oransal pargasi Tryptik Soy Broth (TSB) besiyeri igeren kavonozlari 20-25 °C, Thioglycollate Fluid Medium (TFM) besiyeri igeren kavonozlari 30-35 °C'de
14 siiresince inkiibasyona birakildi.Unkiibasyon siiresi sonunda iriinler besiyeri ortaminda iireme yéniinden incelendi.

(Direct inoculation method defined in 1ISO 11737-2 or European Pharmacopoeia standards was applied. The standard required to be worked out by the customer was determined
and the product proportional part was allowed to incubate at 30 + 1°C for 14 days (I1SO 11737-2). European Pharmacopoeia cobs containing the product proportional part Tryptic
Soy Broth (TSB) medium and 20-25 °C, Thioglycollate Fluid Medium (TFM) medium were incubated at 30-35 °C. At the end of the incubation period, the products were examined

for growth in the medium.)
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« REFERANS STANDART

"

TS EN ISO 11737-2, Saglik bakim Urdnlerinin sterilizasyonu - Mikrobiyolojik yontemler - Bir sterilizasyon surecinin tarifi, gecerli kilinmasi ve sirdurilmesinde

gerceklestirilen sterilite deneyleri.

« REFERENCE STANDARD

"

(TS EN ISO 11737-2, Healthcare sterilization - Microbiological methods - Description of sterilization processes, sterilization tests carried out for validation and maintenance.)

Numune Kabul ve Rapor Duzenleme Birim Sorumlusu

Cel Mikrobiyoloji Birim Sorumlusu
(Cel Microbiology Unit Responsible) ( Responsible of the Department of Sample Admission )
Sezin ALTIOK Kadriye SEREF

Tasdik Olunur
(Approved by)
10/10/2022
Hikmet Tugrul TEKELI
Laboratuvar Muduru
(Laboratory Manager)

Etikimza Belge No : kolrjj2rnu43b364b7fb kodu ile www.oxigenanaliz.com adresinden dogrulayabilirsiniz.
3/3

F11/PR20/Rev:00/00.00.00 Yayin Teli'rihi: 14.1.12.2016 o o . . . . . .
Bu belge, glivenli elektronik imza ile imzalanmistir./This document is signed with a secure electronic signature.


https://dogrula.etikimza.com/kolrjj2rnu43b364b7fb

		2022-10-10T11:59:51+0300
	Coordinates from Browser : Lat 41.0469312, Longt 28.6152089, Acc 21131.724025523774

Location from Browser : 2JW8+Q3 Büyükçekmece/İstanbul, Turkey

Location from IP :85.105.198.192




		2022-10-10T12:00:38+0300


		2022-10-10T12:50:52+0300
	Location from IP :85.105.198.192




		2022-10-10T12:51:48+0300


		2022-10-10T16:02:47+0300
	Coordinates from Browser : Lat 41.0469312, Longt 28.6152089, Acc 21131.724025523774

Location from Browser : 2JW8+Q3 Büyükçekmece/İstanbul, Turkey

Location from IP :85.105.198.192




		2022-10-10T16:03:31+0300




