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MUSTERI ISTEK BILGILERI/ CUSTOMER DEMAND INFORMATION
Numuneyi Gonderen Firma
Customer Name

Adresi
Address
NUMUNENIN ADI & TANIMI / NAME AND IDENTITY OF THE SAMPLE
/;:;n /e Ei;:pie Klortab NaDCC
_SS‘:;/:a;-—P:a:ttl A’,L?mber i
;‘I’;’kot:rl;; 5gr*100 tablet
gan;::;:jl . Orjinal Ambalaj

Uretim & Son Kullanma Tarihi
Production & Expire Date
Laboratuvara Kabul Tarihi & Saati
Sample Receipt Date & Time

Ilgili Yazinin Tarihi & Sayisi

Date & Number of Related Document
ARGEFAR Kodu

ARGEFAR Code

Aciklamalar

Explanations

11.2014 - 11.2016

16.12.2014

Analiz sonuglari ARGEFAR Laboratuvarlar’ na firma/ kurum tarafindan gonderilen numuneye iliskindir. Bitiinii temsil etmeyebilir.
/ Analysis results are related to the sample that is sent to ARGEFAR laboratory by a firm/institution. It may not represent the whole product.

Yapan nayl A
. Cinel KOKSAL Doc. D}. RTAS

Miihiir ve Tarih
Seal and Date
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ANTIMIKROBIYAL ETKINLIK TESTI/ANTIMICROBIAL EFFECTIVENESS TESTING

ANALIZ BILGILERI / TEST INFORMATION/ REMARKS

Analiz Baslangig/Bitis Tarihi

Date of Beginning/ End of Analysis 116.12.2014 - 22.12.2014

Analiz Yontemi

Analysis Method 11 TS EN 1276 Diliisyon Noétralizasyon Metodu, TS EN 1650

Kullanilan Cihazlar
Instruments

Uygulama Dozu

Dose Level 15 pam

Escherichia coli ATCC 10536
Pseudomonas aeruginosa ATCC 15442
.. Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Candida albicans ATCC 10231

Test Yapilan Canli Tiirii Segimi
Selection of Animal Species

Mikrobiyolojik Parametreler

Microbiological Parameter 2| AkuF Bipame

Plak Sayim Yontemi

(Kullanilan Plak Sayisi) 32

Plate Count Method

Test Sicakhigi ) o

Test Temperature |20 °C (1)

Inkiibasyon Sicakhigi : 36 °C (£1), 25 °C (£1)

Incubation temperature

Engelleyldl Madda : Bovin albiimin 0,3 g/L

Interfering Substance

Notralizer : _—
Wislier : Polysorbate 80, 30 g/L + saponin, 30g/L + lecithin, 3 g/L
Zorunlu Sartlar . . .

Obligatory Conditions : 20 °C (#£1), 5 dakika, Temiz Sartlar

Miihiir ve Tari
Seal and Date

Analiz Raporu Sayfa/Toplam Sayfa Sayisi . 2/5
Number / Total Number of Pages of the Analys Report '

| -GF-R-F-N1 nn/ 28 NE 201N




Rapor No/ Report Number

+ 90 232 339 21 60

) EGE UNIVERSITESI
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TEST ORGANiZMASININ (Escherichia coli) DOGRULANMASI VE KONTROLLERi

VALIDATION and CONTROLS of TEST ORGANISM (Escherichia coli)
Onaylama Sispansiyonu Deneysel Sartlarin Kontrolii Nétralizer Kontrolii Metot Dogrulamasi
Valigation Suspension Experimental Conditions Control Neutralizer Control _ Method validation (C)
(Nvg) (A) (B) Uriin Konsantrasyon: %
90 _ 64 _ 84 = 86 —
Vc x =86 Ve ¥ =69,5 \{e x=795 :Vc ¥ =83
82 75 75 80
30 < ¥ <16 Anin ¥ 20,5xNvy ¥ Bnin ¥ 20,5xNvy x Chinx 20,5xNvy ¥
.Evet I:IHay/r

0
Evet Hayir
e [

. Evet D Hayir

D Hayir

. Evet

TEST SUSPANSiIYONU VE TEST

0
I':’Hay/r

- Evet

,:l Hayir

. Evet

[:] Hayir

Test Suspension and Test
N Ve ¥ wm = x108 logN = 8,33
Test Siispansiyonu No = N/10; logNo = 7,33
Test-suspension 10® 230 190
(N ve No)
107 25 22 7,17 < logNo < 7,70 - Evet I:]Hay/r
% (v/v) Uriin 1-N .
Konsantrasyonu Vc (=% :.0 logNa logR T%'g:; ;u;;ens; ;;;lj)
Conc. of the product % = ¥x10)
15ppm 2 1 <140 <2,15 5,18 5 dak.
TEST ORGANIZMASININ (Pseudomonas aeruginosa) DOGRULANMASI VE KONTROLLERI
VALIDATION and CONTROLS of TEST ORGANISM (Pseudomonas aeruginosa)
Onaylama Siispansiyonu Deneysel Sartlarin Kontrolii Notralizer Kontroli Metot Dogrulamasi
Validation Suspension Experimental Conditions Control Neutralizer Control _ Method valigation (C)
.ANvg) (A) (B) Uriin Konsantrasyon: %
. 86 _ 70 _ 80 = 82 _
Vc 80 x =83 Vc - x=74 \Ye - x=176 Vc 7€ r=79
307 <16 Anin ¥ 20,5xNvp X Bnin ¥ >0,5xNvo ¥ Cninx 20,5xNvy ¥
-Evet l:IHay/r

- Evet

TEST SUSPANSIYONU VE TEST

Test Suspension and Test
N Ve x wm = x10° logN = 8,23
Test Siispansiyonu No = N/10; logNo = 7,23
Test-suspension 10® 180 150
(N ve No)
107 22 18 7,17 < logNo < 7,70 - Evet DHay/r
% (v/v) Uriin 1- Na Lo
Konsantrasyonu Vc (- Exi0 logNa logR T%?:;;u;;s; ;:7;';)
Conc, of the product % —rz1n
15 ppm 1 3 <140 <2,15 >5,08 5 dakika
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TEST ORGANIZMASININ (Staphylococcus aureus) DOGRULANMASI VE KONTROLLERI
VALIDATION and CONTROLS of TEST ORGANISM (Staphylococcus aureus)
Onaylama Siispansiyonu Deneysel Sartlarin Kontrolii Notralizer Kontrolii Metot Dogrulamasi
Validation Suspension Experimental Condiitions Control Neutralizer Control _ Method validation (C)
(Nvq) (B Uriin Konsantrasyon: %
84 _ _ 88 _ 81 | _
Ve 50 ¥ =77 Ve | ¥ =68,5 Vc 70 =79 Vc 5 | ¥ =79
30 < x <160 Anin X 20,5xNvo ¥ Bnin ¥ 20,5xNvg ¥ Cnin ¥ 20,5xNvy x
. Evet I:IHawr - Evet D Hayir . Evet I:‘ Hayir -Evet I:IHay/r
TEST SUSPANSIYONU VE TEST
Test Suspension and Test
Ve ¥ wm = x10°® logN = 8,26
Test Siispansiyonu No = N/10; logNo = 7,26
Test-suspension 10° 200 160
(N ve No)
107 20 19 7,17 < logNo < 7,70 . Evet DHay/r
% (v/v) Uriin i Na L
Temas siiresi (dak.)
Konsantrasyonu Vc e loghNa logR ; g
Conc. of the product % (= ¥ x10) Contact time (min)
15 ppm 2 3 <140 <2,15 >5,11 5 dakika
TEST ORGANIZMASININ (Enterococcus hirae) DOGRULANMASI VE KONTROLLERI
VALIDATION and CONTROLS of TEST ORGANISM (Enterococcus hirae)
Onaylama Siispansiyonu Deneysel Sartlarin Kontrolii Nétralizer Kontroli = Metot Dogrulamasi
Valigation Suspension Experimental Conditions Control Neutralizer Control . Method validation (C)
(Nvo) (A) (B) Uriin Konsantrasyon: %
82  _ 68 _ 84 _ 81 _
Ve 8 xX=75 Ve % =715 Ve x=78 Ve x =755
72 70
30 < ¥ < 160 Anin X 20,5xNvp x Bnin ¥ >0,5xNvp X Chin ¥ 20,5xNvg %
- Evet I':IHay/r - Evet I:’ Hayir . Evet I:I Hayir -Evet DHay/r
TEST SUSPANSIYONU VE TEST
Test Suspension and Test
N Ve v wm = x108 logN = 8,29
Test Siispansiyonu No = N/10; logNo = 7,29
Test-suspension 10°® 210 175
(N ve No)
107 22 20 7,17 < logNo < 7,70 - Evet DHay/r
% (v/v) Uriin 1. N3 e
- Temas siiresi (dak.)
Konsantrasyonu Vc = logNa logR : :
Conc. of the product % (=7 x10) Contact time (min)
15 ppm 3 0 <140 <2,15 >5,14 5 dakika
an
Yi DKSAL
Miihiir ve Ta
Seal and Ra
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TEST ORGANIZMASININ (Candida albicans) DOGRULANMASI VE KONTROLLERI

Onaylama Siispansiyonu Deneysel Sartlarin - = Metot Dogrulamasi (C)
(Nvp) Kontrolii (A) Nigsalizer Kontrold (B) Uriin Konsantrasyon: %
70 _ 80 _ 88 _ 74 _

Ve x =73 Ve X =82 Ve x =83 Vc X =67
76 84 78 60

0<% <160 Anin x 20,5XNvp % Bnin x >0,5xNvy ¥

Cninx 205xNv ¥

.Evet DHay/r . Evet D Hayir - Evet

DH& Vir .Evet I:IHay/r

TEST SUSPANSIYONU VE TEST

N Ve X wm = x10 logN= 7,33
Test Siispansiyonu

= No = N/10; logNo= 6,33
(N ve No) 10 230 180
10 25 30 6,17 < logNo < 6,70 -Evet DHay/r
% (v/v) Uriin 1- Na o
Konsantrasyonu Vc (= ¥ x 10) logNa logR Temas siiresi (dak.)
15 ppm 4 1 < 140 <215 >4,18 5 dakika

Uriin calisilan konsantrasyonda TS EN 1276 standardi kapsaminda E.coli, E.hirae, S.aureus,

P.aeruginosa bakterilerine karsi 5 logaritmik ve TS EN 1650 standardi kapsaminda
C.albicans fungusuna karsl

ise 4 logaritmik disiisi saglamis olup etkin olarak
dedgerlendirilmistir.

DEGERLENDiIRME

Bu raporun tamaminin/bir kisminin kopyalanmasi/kopyalanarak kullaniimasi ancak ARGEFAR Laboratuvarlari’ nin yazili onayi ile
yapilabilir ve tamami/ bir kismi "ARGEFAR”In yazili izni ve resmi amacg disinda kullanilamaz, iiriin etiketleri lizerine yazilamaz.
Aksi belirlendiginde ARGEFAR ve Ege Universitesi Rektorliigii’'niin her tiirlii yasal basvuru ve talep hakki saklidir. imzasiz ve
miihirsiiz raporlar gegersizdir.

This document (in full / a part) cannot be reproduced and used for any informal purpose or without a written permisson of ARGEFAR. It cannot be
written on any product label. ARGEFAR and Ege University Rectorship keep all legal rights against any violation. Reports are invalid without
signature and seal.

Rapor Sonu / £nd of Report

Dog. Dr.jH AS

Seal and Da
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