CERTIFICATE OF ANALYSIS

DEMOPHORIUS 194 Archbishop Makarios it Av, Bt .
.COM Limassol 3030, Cyprus Version: 01 dem Oph@ rius
’ Report Nos, (GREROHRE
Name of product | Single-use blood bag with CPD/SAGM solution '
Code No. 1 BBQ243F
QUADRUPLE bag with donor tube and donor needle of 16G;
Description of product | with Needle Injury Proteator, Leukocyte filter, Sampling device ;
2units in a Aluminum pack.
Batch No. 1905009
Batch size 2000seis
Mig, Date 2019.05 }
Inspection Date | 2019.05.10
| Bxp.Date | 2022.04 _ _
ISO 3826-1:2013 Plasties collapsible containers for human blood and blood
Reference components — Part 1; Conventional conlainers
USP40

CPD Solution Acceptance linit Assay result
a Dextrose (CeH O H- O 2422 - 2878 2593
b. Monobasic Sodium Phosphate (NaHPOHLO) 211 - 233 2.27
¢. Total citrate i9.16 - 2118 19.67
d. Sodium (Na”) 821, - 686 630
SAGM Solution
a. Dextrose (CsHpOpH 00 855 - Q.4f 9.04
b, Mannitol (CeH4O4) 499 - 55 517
¢. Sodium Chioride 831 . 82 8.91
- d. Adenine (CsHsNy) 0361~ 57 0.176
- 2,0THER TESTS OR REQUIREMENTS )
'CPD Solution, Aceeptancs limit Assay result
5 Description A clear colourless, ode:.  sssolution Passed
b, pH 5.0-6.0 56
‘¢ Chloride <0.0035% - Plssnd T
d.. Clarity& impurity Clear and without imp Passcd
x> ‘Pﬁ;ﬁwia;emaner 210 p mrS6000icon: - 3 2.3 pmst i0/container Passed ‘
g o Yoim' 63ml (Nolessthanthe  led volume) Passed
g ‘Bacterial endotoxins  <3.56EU/mL ?asse'g '
h. Sterile No contaminaticn foun Passed
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SAGM Solution Acceptance limit Assay result

a. Deseription A clear colourless, odourless solution Passed

b pH 5.0-6.5 53

¢ Clarity& impurity Clear and without impurity Passed

d. Paticulastematter  >10pmi2S/ml;  225pmis3 /ml |  Passed

e Volume 100ml { No less than the labeled volume) Passed

f Ba " <5.56EU/mL Passed

g Ste No contamination found ¥ Passed

1) Chemical test for PVC material , - Passed -

2) Chemicaltest for other plastic material based on Intemal standards -Passed =

3) Function test for PVC container according to ISO 3826 -Passed

4) - Biological test (pyrogen test) according to 1SO10993 : . -Passed .
© . _5) -Biological test (acute toxicity test) according to ISO10993" B ~Passed
ML ‘hﬁicrﬁﬁiaibgicgﬁe&t (sterility test) according to USP G R AT Vass
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