
dgmophorius .ERTIFICATE 
'FANALYSIS

,' ', ,,, , .,r, , ,: , . , I DEJ',|0PH0RTUS Version:Ol Page: 1-1

Name of product Single-use blood bag with CPD/SAGM solution

Code No. BBQ243F

Description of product
QUADRUPLE bag with donor tube and donor needle of 16G;

with Needle Injury Protector, Leukocyte filter, Sampling device

2units in a Aluminum pack,

,

]}pe oQS-4s0ssFw

Batch No. 1903017

Batch size 1 000sets

Mfg. Date 2419.03

Inspection Date 201 9.03. 1 8

Exp. Date 2022.02

Reference

ISO 3826-1:2013 Plastics collapsible containers for human blood and blood

components -- Part 1: Conventional containers

USP4O

l.OUANTITATIVE ASSAY PER DOSAGE FORM

Ingredients(g/L)

CPD Soiution

a. Dextrose (C6H12O6.H20)

b. Monobasic Sodium Phosphate 0.{aHzPOq.HzO)

c. Total citrate

d. Sodium Qrla+)

SACM Solution

a, Dextrose (CeHrzOo.HzO)

b. Mannitol (C6Hr406)

c, Sodium Chloride

d. Adenine (CsHsNs)

2.OTHER TESTS OR REQUIREMENTS

Acceptance limit

24.22

2.11

19.16

6'2!

8.55

4.99

8.33

0.16 i

- 26.78

- 233

- 21.18

- 6.86

9.45

5.51

9.21

0.1 78

Assay result

')\ L'.)

2.24

19.73

6.30

9.47

5.20

B.B 1

0. r69

Assay result

Passed

5.6

Passed

Passed

Passed

Passed

Passed

Passed

CPD Solution

a. Description

b. pH

c. Chloride

d. Clarity& impurity

e. Particulate matter

f. Volume

g. Bacterial endotoxins

h. Sterile

Acceptance limit

A clear colourless, odourless solution

s.0-6.0

<0.0035%

Clear and without impurity

}10 tt m:(6000/container; 225 v m:{600/container

63ml (l-lo less than the labeled volume)

<5.56EU/mL

No contamination found
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SAGM Solution

a. Description

b. pH

c. Clarity& impurity

d. Particuiate maffer

e. Volume

f. Bacterialendotoxin

g. Sterile

Comments:

Date:

Acceptance limit
A clear colourless, odourless solution

5.0-6.s

Clear and without impurity

)10pm:525 /ml; Z25pm:S3 /ml

100m1 ( No less than the labeled volume)

<5.56EU/mL

No contamination found

Assay result

Passed

5.3

Passed

Passed

Passed

Passed

Passed

3. OTHER QC SPECIFICATIONAND TNSPECTTON RESUU|

1) Chemical test for PVC material

2) Chemical test for other plastic material based on internal standards

3) Function test for PVC container according to ISO 3825

4) Biological test (pyrogen test) according to ISO10993

5) Biological test (acute toxiciry test) according to ISO10993

6) Microbiological test (sterility tesr) according to USP

- Passed

- Passed

- Passed

- Passed

- Passed

- Fassed

Complies Product released.

2019.03.26
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Name
SINGLE-USE BLOOD BAG

Mfe, date
2019,03

Specification
OQS-45OSSFW

Exp. date 2072.42

Lot
1903017

Control result of sterilization process parameters

Sterilization No.
M1903081

F0 value of sterilization
>-15 Compliance I

non-compliancel

sterilization temperatu re
r.r.8c

Compliancel

non-compliance fl

sterilization time
1800

lompliance I
non-complianceil

Result of microbiological control

Testing ltem Criteria Testing Results

lnitial contaminating bacteria <1 X 10'cfu/unit

SOLUTION <5.56 EU/mL <5.56 EUimL
Bacterial Endotoxins

Sterility test No growth of microbe

(ATCC7e53)

LOT. 18'1211001

No growth of microbe

Biological lndicator Remain purple

Bacillus Stearothermoph ilus

(ATCC7S53)

Remain purple afler sterilization (-)

STERILIZATIOH CERTIFICATE


