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RECEIPT DATE / TEST DATE
25-Feb-2016/ 25-Feb-2016

THE FOLLOWING SAMPLE(S) WAS/WERE SUBMITTED
BY/ ON BEHALF OF THE CLIENTS AS:

Sample Name: Disposable Vinyl Glove
Sample Type: L
Sample Batch: /
Manufactory: /
SAMPLE NO. DESCRIPTION PHOTOGRAPH o
| ‘J i‘
721624368 Translucent gloves
121524308

TEST METHOD(S)

Penetration of Phi-X174 Bacteriophage Test

- with reference to ASTM F 1671-2013 Standard Test Method for Resistance of Materials Used in Protective
Clothing to Penetration by Blood-Borne Pathogens Using Phi-X174 Bacteriophage Penetration as a Test
System

REQUIREMENT

- Exposure Procedure: B
Sampling Size: 70mmx70mm

Negative control: Polyethylene material
Positive control: 0.04 Jm microporous membrane

Prior to testing, condition all test -s and controls for a minimum of 24 hours at (21+5)C and 30%~80%
relative humidity.

TEST ORGANISM(S)
Bacteriophage ATCC 13706-B1
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PROCEDURE UR [ %]

1.

Compatibility testing

1.1. Test three specimens representing each material type to be tested.

12 With the sterile cell placed horizontally on the laboratry bench, insert the - in the test cell with the
normal outside surface toward the cell reservoir.

13. Assemble the test cell. Torque the bolts in the test cell to 13.6 N-m each.

1 4. With the cell remaining in the horizontal position on the laboratory bench, place a 2.0 pL aliquot of
the Phi-X174 bacteriophage in bacteriophage nutrient broth, containing a total of 900-1200 PFU,
near the middle of each piece of test -.

1.5. Prepare a control by adding a 2.0 uL aliquot from the same suspension directly into 5.0 mL of
sterile bacteriophage nutrient broth.

1.6. After 60 min, quantitatively assay by adding 5 0mL of sterile bacteriophage nutrient broth onto the
surface of the -.

1.7. Calculate the ratio of the control assay titer to the test material assay titer using the following

equation:
. control assay titer( PFU/mL)  _
ratio test material assay titer( PFU/mL) 1.1

1 8 Record the initial titer of the Phi-X174 bacteriophage challenge suspension used for the test . ((2
+1)x10® PFU/mL times the ratio calculated.)

2. Test procedure

2.1. Prepare the bacteriophage challenge suspension (40-44 mN/m) for the test.
2 2 With the sterile cell placed horizontally on the laboratry bench, insert the - in the test cell with the
normal outside surface toward the cell reservoir.
2 3 Assemble the test cell. Torque the bolts in the test cell to 13.6 N'm each.
2 4. Mount the test cell in the test apparatus in a vertical position and close the drain valve.
2 5. Penetration test: If liquid appears to penetrate through the test - at anytime during the test,
terminate the test.
(1) Carefully fill the test cell reservoir with approximately 60 mL of the Phi-XI74 bacteriophage
challenge suspension
(2) Step1: Observe for 5 min at 0 psi.
Step2: Slowly increase the pressure to 2.0 psi at the rate of no more than 0.5 psi/s, keep
the pressure at 2.0 psi, observe for 1 min.
Step3: Slowly decrease the pressure o 0 psi at the rate of no more than 0.5 psi/s, observe
for 54 min.
(3) At the end of the time period, open the drain valve and drain the test cell of the
bacteriophage challenge suspension. Dilute and assay the bacteriophage concentration.
2.6.- surface assay procedure
(1) With the sterile cell placed horizontally on the laboratory bench. Slowly add 5.0 mL of sterile
bacteriophage nutrient broth onto the exposed surface of the -.
(2) Gently swirl the test cell for approximately 1 min. Assay the liquid soon after collecting.
2 7. Remove the - from the test cell and prepare the test cell for sterilization.

3. Test controls
3.1. The negative control was negative for bacteriophage penetration.
3.2. The positive control was positive for bacteriophage penetration.
3 3 Record the final titer of the bacteriophage challenge at the conclusion of the 60 min test.
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TEST RESULT(S) OR|C N /
Initial | Finial Test Reaults
Test ltems titer titer Assay
PFU/ml | PEU/mI Step1 Step2 | Step3 titer Pass/Fail
(PFU)
8 8 None
Control(+) | 2.3x10° | 2.3x10 SR Seen - - Acceptable
None None None
Control(-) | 2.3x10° | 2.3x10° <1 | Acceptable
Penetration of ﬁiﬁg ﬁzig iiig
Phi-X174 =4 2.3x10% | 2.3x10° oy S | mEan <1 Pass
Bacteriophege None None None
8 8
-2 2.3x10° | 2.3x10 ~ e Sanh Seen <1 Pass
5 8 None None None
B -3 2.3x10° | 2.3x10 B Sash Saan <1 Pass
Note:
PFU: Plague Forming Unit.
-END OF THE TEST REPORT-
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