Premier Medical Corporation Private Limited Document No.: TR-PIOSFRC-RT

Revision: AF

Title: Test Report for Real Time Shelf Life Stability Testing _
Effective Date: 2021-04-15

Document type: Test Report (FM-QC-22) Department: QC ‘ Page 1 of 11 | Review Due Date: 2023-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Record No.: RC-QC-09

Sr. No.__ 2V Month of Stability Study: _ 4 ly 202
Sampling Details
Lot No. TTHoi1q8 Time duration 23 months
Mfg. Date 2019~ o Sampled Qty. H8 Tests
Exp. Date 2021~ 07 1-8" ¢
Storage Temp.
Date of Testing 2 021~ 07-2.4 Jo T 2Lc,

Specimens Panel Details

Description of specimens used Specimen Quantity
Negative Human Serum Specimens 02
Negative Whole Blood Specimens oz
HIV-1 Positive Serum Specimens o}
HIV-2 Positive Serum Specimens o4

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.
Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the Lot No. and specimens ID.

Sr. No. Test Procedure

1. Take out required number of test devices.

»

Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimen into the specimen
well using the specimen transfer device / micropipette.

Add one drop (35 WL) of assay buffer into the specimen well.

Observe for development of colored lines in the results window.

Interpret test results at 15 minutes. Do not interpret after 25 minutes.

There should be clear background and both control line and test lines were clearly distinguishable.

Nl ok w

Check the control line, test line and background clearance visually. Record the result in the report within 15
minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared, mark
abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.
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**Background Clearance Acceptance Criteria

Acceptance Criteria Rejection Criteria

1. If the background is clear and Control Line 1. If the flow of specimen and colloidal gold covered
and/or Test Line is clearly visible, then test is the Control Line and makes it invisible but Test Line
accepted. is visible then test is not accepted.

2. If the background is little hazy but the Control 2. If the background is not clear up to Control Line
Line and/or Test Line is clearly visible, then the within stipulated time but Test Line is visible, then
test is accepted test is not accepted.

3. If the background is clear above Control Line 3. When either colloidal gold/plasmal/serum/ whole
and/or Test Line within stipulated time, then blood do not allow to interpret the result after
test is accepted. completion of stipulated time then test is not

4. If backflow of test does not cover Control Line accepted.
and/or Test Line, then test is accepted 4. If Specimen Back flow covered Control Line and

make it invisible and/or the Test Line is visible, then
result is invalid and not accepted.

5. If the background is not clear above Control Line
and/or Test Line, then test is not accepted.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line
during flow towards absorbent pad.

Volume in ml Sufficient volume : Yes / No
Intact assay buffer bottle volume
1-8°C 30%2°C 1-8°C 30 £ 2°C
2.5 ml filled bottle for 25 Tests : Minimum 1.7 ml 2.5 2.5 Ves eg
2.5 ml filled bottle for 30 Tests : Minimum 2.0 ml NA NA NA NA

Remark: 0 day testing results will be noted down in 1-8°C column. The 30+2°C will be marked as not
applicable/strike off.
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Premier Medical Corporation Private Limited Document No.: TR-PIOSFRC-RT

Revision: AF

Title: Test Report for Real Time Shelf Life Stability Testing =
Effective Date: 2021-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2023-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Record No.: RC-QC-09

sr.No,_ 0 2° Month of Stability Study: _"\ay 2021
Sampling Details
Lot No. TTHo (195 Time duration 21 months
Mfg. Date 2019- 0% Sampled Qty. L <Teads
Exp. Date 2021~ Q" 1-8°¢c
Date of Testing 202(-05-2q ° Stethge danip: Jo t2°c
Specimens Panel Details
Description of specimens used Specimen Quantity
Negative Human Serum Specimens o 02
Negative Whole Blood Specimens E (0
HIV-1 Positive Serum Specimens oy
HIV-2 Positive Serum Specimens 0l
(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.

Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the Lot No. and specimens ID.

Sr. No. Test Procedure
1. Take out required number of test devices.
2. Slowly add 1 drop (10 uL) of serum / plasma or 2 drops (20 pL) of whole blood specimen into the specimen
well using the specimen transfer device / micropipette.
3. | Add one drop (35 L) of assay buffer into the specimen well,
4, Observe for development of colored lines in the results window.
5. Interpret test results at 15 minutes. Do not interpret after 25;i;u’ws.
6. There should be clear background and both control line and test lines were clearly distinguishable.
7. Check the control line, test line and background clearance visually. Record the result in the report within 15

minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared, mark
abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.
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Title: Test Report for Real Time Shelf Life Stability Testing

Revision: AF
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_Document type: Test Report (FM-QC-22)

Department: QC

Page 2 of 11 | Review Due Date: 2023-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria

Rejection Criteria

1. If the background is clear and Control Line
and/or Test Line is clearly visible, then test is
accepted.

2. If the background is little hazy but the Control
Line and/or Test Line is clearly visible, then the
test is accepted

3. If the background is clear above Control Line
and/or Test Line within stipulated time, then
test is accepted.

4. If backflow of test does not cover Control Line
and/or Test Line, then test is accepted

1%

If the flow of specimen and colloidal gold covered
the Control Line and makes it invisible but Test Line
is visible then test is not accepted.

If the background is not clear up to Control Line
within stipulated time but Test Line is visible, then
test is not accepted.

When either colloidal gold/plasmarserum/ whole
blood do not allow to interpret the result after
completion of stipulated time then test is not
accepted.

If Specimen Back flow covered Control Line and
make it invisible and/or the Test Line is visible, then
result is invalid and not accepted.

If the background is not clear above Control Line
and/or Test Line, then test is not accepted.

during flow towards absorbent pad.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line

Volume in ml Sufficient volume : Yes / Ne
Intact assay buffer bottle volume
1-8°C 30 £ 2°C 1-8°C 30 £2°C
2.5 ml filled bottle for 25 Tests : Minimum 1.7 ml NA NA NA NA
2.5 ml filled bottle for 30 Tests : Minimum 2.0 ml 2.8 2.5 Veg Yes

Remark: 0 day testing results will be noted down

applicable/strike off.

in 1-8°C column. The 30+2°C will be marked as not

CONFIDENTIAL
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability | Revision : AE
Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr.No._ 20 Month of Stability Study: _Feb_ 202)
Sampling Details
Lot No. +9 401195 Duration Time TR
Mfg. Date 2019-08 Sampled Qty. L8 Tests
Exp. Date -
_ 2o2\-0% Store at I-§c € 30 * ¢
Date of Testing SE AN Ot G

Specimens Panel Details

Description of Specimens Used Specimens Quantity
Negative Human Serum Specimens 0.2
Negative Whole Blood Specimens Bk
HIV — 1 Positive Serum Specimens oy
HIV — 2 Positive Serum Specimens Bt

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.
Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No. Test Procedure

1. Take out required number of test device.

2. Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.

3. Add one drop (35 pL) of assay buffer into the specimens well.

4, Observe for development of colored bands in the results window.

5. Interpret test results at 15 minutes. Do not interpret after 25 minutes.

6. There should be clear background and both control line and test lines were clearly distinguishable.

7 Check the control line, test line and background clearance visually. Record the result in the report within

15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL




Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability | Revision : AE
Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 2 of 11 | Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria ~Rejection Criteria

1. If the background is clear and Control Line 1. If the flow of specimen and colloidal gold covered the
and/or Test Line is clearly visible then test is Control Line and even make it invisible but Test Line is
accepted. visible then test is not accepted.

2. Ifthe background is little hazy but the Control 2. Ifthe background is not clear up to Control Line within
Line and/or Test Line is clearly visible then stipulated time but Test Line is visible then test is not
the test is accepted accepted.

3. Ifthe background is clear above Control Line 3. When either colloidal gold/plasmal/serum/ whole blood
and/or Test Line within stipulated time then do not allow to interpret the result after completion of
test is accepted. stipulated time then test is not accepted.

4. If backflow of test does not cover Control 4. If Specimen Back flow covered Control Line and make
Line and/or Test Line then test is accepted it invisible and/or the Test Line is visible then result is

invalid and not accepted.
5. If the background is not clear above Control Line
and/or Test Line then test is not accepted.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line
during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30%£2°C 1-8°C 30 £ 2°C
2.5 ml filled bottle for 25 Test : Minimum 1.7 ml NIA NA M A KA
2.5 ml filled bottle for 30 Test : Minimum 2.0 ml .6kl | 2.5 mL Yes qes

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 + 2 °C will be marked as not
applicable/strike off.
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC ‘ Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr. No._ 20 Month of Stability Study: Naov- 2090

Sampling Details

Lot No. F7HO119s Duration Time I5 manths
Mfg. Date 2019 -08 Sampled Qty. 48 Tesls
Exp. Date S & 2
s 20341 Store at [-$¢C & 30ia'c
Date of Testing 2090 -(-27
Specimens Panel Details
Description of Specimens Used Specimens Quantity

Negative Human Serum Specimens 02
Negative Whole Blood Specimens 02
HIV — 1 Positive Serum Specimens ol
HIV - 2 Positive Serum Specimens oL

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.

Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No. Test Procedure
1. Take out required number of test device.
2. Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.
3: Add one drop (35 pL) of assay buffer into the specimens well.
4, Observe for development of colored bands in the results window.
5. Interpret test results at 15 minutes. Do not interpret after 25 minutes.
6. There should be clear background and both control line and test lines were clearly distinguishable.
7. Check the control line, test line and background clearance visually. Record the result in the report within

15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL




Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability | Revision : AE
Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 2 of 11 | Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria Rejection Criteria

1. If the background is clear and Control Line 1. If the flow of specimen and colloidal gold covered the
and/or Test Line is clearly visible then test is Control Line and even make it invisible but Test Line is
accepted. visible then test is not accepted.

2. |Ifthe background is little hazy but the Control 2. Ifthe background is not clear up to Control Line within
Line and/or Test Line is clearly visible then stipulated time but Test Line is visible then test is not
the test is accepted accepted.

3. Ifthe background is clear above Control Line 3. When either colloidal gold/plasma/serum/ whole blood
and/or Test Line within stipulated time then do not allow to interpret the result after completion of
test is accepted. stipulated time then test is not accepted.

4. If backflow of test does not cover Control 4. If Specimen Back flow covered Control Line and make
Line and/or Test Line then test is accepted it invisible and/or the Test Line is visible then result is

invalid and not accepted.
5. If the background is not clear above Control Line
and/or Test Line then test is not accepted.
Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line
during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30 +2°C 1-8°C 30 2°C
2.5 mifilled bottle for 25 Test : Minimum 1.7 ml N NA NA NA
2.5 mi filled bottle for 30 Test : Minimum 2.0 ml Nf NA NA NA

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 + 2 °C will be marked as not
applicable/strike off.
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr. No._20 Month of Stability Study: Aj%a]]gl - 9090

Sampling Details

Lot No. 37 Hollas Duration Time 12 monthg
Mfg. Date 2019 - 0% Sampled Qty. 4% Tesks
Exp. Date . =
P : 2021 =07 Storsat 1-8% & s0f2%
Date of Testing | 2070~ 62-28
Specimens Panel Details
Description of Specimens Used Specimens Quantity

Negative Human Serum Specimens 02
Negative Whole Blood Specimens 02
HIV — 1 Positive Serum Specimens 0l
HIV — 2 Positive Serum Specimens oL

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.

Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No.

Test Procedure

7

Take out required number of test device.

2.

Slowly add 1 drop (10 L) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.

Add one drop (35 pL) of assay buffer into the specimens well.

Observe for development of colored bands in the results window.

Interpret test results at 15 minutes. Do not interpret after 25 minutes.

There should be clear background and both control line and test lines were clearly distinguishable.

sl o2 ol o -

Check the control line, test line and background clearance visually. Record the result in the report within
15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL O 2\




Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE
Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 2 of 11 | Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria Rejection Criteria

1. If the background is clear and Control Line 1. If the flow of specimen and colloidal gold covered the
and/or Test Line is clearly visible then test is Control Line and even make it invisible but Test Line is
accepted. visible then test is not accepted.

2. |fthe background is little hazy but the Control 2. Ifthe background is not clear up to Control Line within
Line and/or Test Line is clearly visible then stipulated time but Test Line is visible then test is not
the test is accepted accepted.

3. Ifthe background is clear above Control Line 3. When either colloidal gold/plasma/serum/ whole blood
and/or Test Line within stipulated time then do not allow to interpret the result after completion of
test is accepted. stipulated time then test is not accepted.

4. |If backflow of test does not cover Control 4. If Specimen Back flow covered Control Line and make
Line and/or Test Line then test is accepted it invisible and/or the Test Line is visible then result is

invalid and not accepted.
5. If the background is not clear above Control Line
and/or Test Line then test is not accepted.
Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line
during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30 2°C 1-8°C 30 £ 2°C
2.5 mlfilled bottle for 25 Test : Minimum 1.7 ml NA NA NA N
2.5 ml filled bottle for 30 Test : Minimum 2.0 ml 2:Sml| |2.8m) yes Yyos

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 + 2 °C will be marked as not
applicable/strike off.

CONFIDENTIAL
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

sr.No._ 20 Month of Stability Study: jﬂo.l(j - 2020
Sampling Details
Lot No. 33He 1 9¢ - Duration Time 09 wranting
Mfg. Date 26\9 — 0o Sampled Qty. ug Tests
Exp. Date 20 -1 ~03F .
Date of Testing | . 020 -0 S —2>6 Stove at -2 € & 304 n %

Specimens Panel Details

Description of Specimens Used Specimens Quantity
Negative Human Serum Specimens o2
Negative Whole Blood Specimens (a2l
HIV - 1 Positive Serum Specimens oy
HIV - 2 Positive Serum Specimens oL

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.

Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No. Test Procedure
1. Take out required number of test device.
2. Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.
3. Add one drop (35 pL) of assay buffer into the specimens well.
4. Observe for development of colored bands in the results window.
8§ Interpret test results at 15 minutes. Do not interpret after 25 minutes.
6. There should be clear background and both control line and test lines were clearly distinguishable.
7. Check the control line, test line and background clearance visually. Record the result in the report within

15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL




Premier Medical Corporation Pvt. Ltd.

Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability
Testing

Revision : AE
Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22)

Department: QC

Page 2 of 11 | Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria

Rejection Criteria

1. If the background is clear and Control Line
and/or Test Line is clearly visible then test is
accepted.

2. Ifthe backgroundis little hazy but the Control
Line and/or Test Line is clearly visible then
the test is accepted

3. Ifthe background is clear above Control Line
and/or Test Line within stipulated time then
test is accepted.

4. If backflow of test does not cover Control
Line and/or Test Line then test is accepted

1

5.

If the flow of specimen and colloidal gold covered the
Control Line and even make it invisible but Test Line is
visible then test is not accepted. ;

If the background is not clear up to Control Line within
stipulated time but Test Line is visible then test is not
accepted.

When either colloidal gold/plasma/serum/ whole blood
do not allow to interpret the result after completion of
stipulated time then test is not accepted.

If Specimen Back flow covered Control Line and make
it invisible and/or the Test Line is visible then result is
invalid and not accepted.

If the background is not clear above Control Line
and/or Test Line then test is not accepted.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line

during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30t 2°C 1-8°C 30+ 2°C
2.5 ml filled bottle for 25 Test : Minimum 1.7 ml ND NA NP NA
2.5 mlfilled bottle for 30 Test: Minimum 2.0 mi 2.5 m) | 2 Sm| | Ves Neos

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 = 2 °C will be marked as not

applicable/strike off.

CONFIDENTIAL
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr.No.__ 20 Month of Stability Study: fob - 2020
Sampling Details
Lot No. FFHOWGG Duration Time DE vt
Mfg. Date 1019 -0 8 Sampled Qty. U8 Taels
i ey Bon) 50 Store at o9 s
Date of Testing e g D \—%C & 304
Specimens Panel Details
Description of Specimens Used Specimens Quantity

Negative Human Serum Specimens o2
Negative Whole Blood Specimens o
HIV — 1 Positive Serum Specimens oy
HIV - 2 Positive Serum Specimens oY

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.

Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No.

Test Procedure

1.

Take out required number of test device.

2.

Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 uL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.

Add one drop (35 L) of assay buffer into the specimens well.

Observe for development of colored bands in the results window.

Interpret test results at 15 minutes. Do not interpret after 25 minutes.

There should be clear background and both control line and test lines were clearly distinguishable.

Nolo|Mw

Check the control line, test line and background clearance visually. Record the result in the report within
15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL




Premier Medical Corporation Pvt. Ltd.

Document No.: TR-PI05SFRC-RT

Title: Test Report For Real Time Shelf Life Stability
Testing

Revision : AE

Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22)

Department: QC ‘ Page 2 of 11

Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria

Rejection Criteria

1. If the background is clear and Control Line
and/or Test Line is clearly visible then test is
accepted.

2. Ifthe background is little hazy but the Control
Line and/or Test Line is clearly visible then
the test is accepted

3. Ifthe background is clear above Control Line
and/or Test Line within stipulated time then
test is accepted.

4. If backflow of test does not cover Control
Line and/or Test Line then test is accepted

1.

5.

If the flow of specimen and colloidal gold covered the
Control Line and even make it invisible but Test Line is
visible then test is not accepted.

If the background is not clear up to Control Line within
stipulated time but Test Line is visible then test is not
accepted.

When either colloidal gold/plasma/serum/ whole blood
do not allow to interpret the result after completion of
stipulated time then test is not accepted.

If Specimen Back flow covered Control Line and make
it invisible and/or the Test Line is visible then result is
invalid and not accepted.

If the background is not clear above Control Line
and/or Test Line then test is not accepted.

during flow towards absorbent pad.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30 £ 2°C 1-8°C 30 2°C
2.5 ml filled bottle for 25 Test : Minimum 1.7 ml (RN)E) ~A ™R ~R
2.5 mlfilled bottle for 30 Test : Minimum 2.0 ml 2.6l | 2, 6L qes 4es

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 2 °C will be marked as not

applicable/strike off.

& -
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT
Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15
Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr. No._LO Month of Stability Study: N6V —2015
Sampling Details ] ‘
Lot No. A3Ho\18 9 Duration Time 03 mon M\'o:' !
Mfg. Date 20\~ 0% i Sampled Qty. U g Tasly
Exp. Date 20L) ~
i - - Store at \ %" &
Date of Testing | 2019 _\\ — 9 C 3 3042

Specimens Panel Details

Description of Specimens Used Specimens Quantity
Negative Human Serum Specimens oL
Negative Whole Blood Specimens oL
HIV - 1 Positive Serum Specimens oY
HIV — 2 Positive Serum Specimens oL

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing
Bring the test device, assay buffer and specimens to room temperature prior to testing
Before starting the assay procedure, label the test device with the LOT No and specimens ID

Sr. No. Tést Procedure

T Take out required number of test device.

2. Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.

3. Add one drop (35 pL) of assay buffer into the specimens well.

4, Observe for development of colored bands in the results window.

5. Interpret test results at 15 minutes. Do not interpret after 25 minutes.

6. There should be clear background and both control line and test lines were clearly distinguishable.

T Check the control line, test line and background clearance visually. Record the result in the report within
15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,

Incomplete clearing and Red background obscuring test line). should be recorded NC (Not Cleared) in the
report. Refer Table **Background Clearance Acceptance Criteria.

CONFIDENTIAL M/
/. €




Premier Medical Corporation Pvt. Ltd.

Document No.: TR-PIOSFRC-RT |

Testing

Title: Test Report For Real Time Shelf Life Stability

Revision : AE
Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22)

Department: QC ‘ Page 2 of 11

Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria

Rejection Criteria

1. If the background is clear and Control Line
and/or Test Line is clearly visible then test is
accepted.

2. Ifthe background is little hazy but the Control
Line and/or Test Line is clearly visible then
the test is accepted

3. Ifthe background is clear above Control Line
and/or Test Line within stipulated time then
test is accepted.

4. If backflow of test does not cover Control
Line and/or Test Line then test is accepted

1

If the flow of specimen and colloidal gold covered the
Control Line and even make it invisible but Test Line is
visible then test is not accepted

If the background is not clear up to Control Line within |
stipulated time but Test Line is visible then test is not |
accepted.

When either colloidal gold/plasma/serum/ whole blood
do not allow to interpret the result after completion of
stipulated time then test is not accepted.

If Specimen Back flow covered Control Line and make
it invisible and/or the Test Line is visible then result is
invalid and not accepted.

If the background is not clear above Control Line
and/or Test Line then test is not accepted.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line

during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No

Intact bottle assay buffer volume

1-8°C 30£2°C | 18°C 30 £2°C
2.5 mi filled bottle for 25 Test : Minimum 1.7 ml NA ONA N NP
2.5 mifilled bottle for 30 Test : Minimum 2.0 m| I | 9.8 yo.§ ves

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 + 2 °C will be marked as not

applicable/strike off.

CONFIDENTIAL
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Premier Medical Corporation Pvt. Ltd. Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability Revision : AE

Testing Effective Date: 2019-04-15

|

Document type: Test Report (FM-QC-22) Department: QC Page 1 of 11 | Review Due Date: 2021-04-14

Product Name First Response® HIV 1-2.0 Card Test (Version 2.0)

Document ID: RC-QC-09

Sr.No._20 Month of Stability Study: Bug -2 019
Sampling Details
Lot No. A3Ho\ g4 Duration Time Odau
Mfg. Date no\9. o Sampled Qty. e s [4)
Exp. Date nox\—~07 T " ﬁ
Date of Testing 20o\9— 0% 2L}

Specimens Panel Details

. Description of Specimens Used Specimens Quantity
Negative Human Serum Specimens O
Negative Whole Blood Specimens 0
HIV — 1 Positive Serum Specimens oy
HIV - 2 Positive Serum Specimens ol

(All) Assay Procedure

Precautions: Treat all the specimens as potentially infectious and use gloves while testing.
Bring the test device, assay buffer and specimens to room temperature prior to testing.
Before starting the assay procedure, label the test device with the LOT No. and specimens ID.

Sr. No. Test Procedure
1 Take out required number of test device.
Slowly add 1 drop (10 pL) of serum / plasma or 2 drops (20 pL) of whole blood specimens into the
specimens well using the specimens transfer device / micropipette.
Add one drop (35 plL) of assay buffer into the specimens well.
Observe for development of colored bands in the results window.
Interpret test results at 15 minutes. Do not interpret after 25 minutes.
There should be clear background and both cantrol line and test lines were clearly distinguishable.

Check the control line, test line and background clearance visually. Record the result in the report within
15 minute time period. If background is cleared, mention C (Clear) on test report and if it is not cleared,
mark abnormalities or issues affecting interpretation, such as poor blood clearance (i.e. Red background,
‘| Incomplete clearing and Red background obscuring test line), should be recorded NC (Not Cleared) in the
report. Refer Table *Background Clearance Acceptance Criteria.

M

~N|Olo| AW
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Premier Medical Corporation Pvt. Ltd.

Document No.: TR-PIOSFRC-RT

Title: Test Report For Real Time Shelf Life Stability
Testing

Revision : AE

Effective Date: 2019-04-15

Document type: Test Report (FM-QC-22)

Department: QC

Page 2 of 11 | Review Due Date: 2021-04-14

**Background Clearance Acceptance Criteria

Acceptance Criteria

Rejection Criteria

1

If the background is clear and Control Line
and/or Test Line is clearly visible then test is
accepted.

1.

If the flow of specimen and colloidal gold covered the
Control Line and even make it invisible but Test Line is
visible then test is not accepted.

If the background is not clear up to Control Line within
stipulated time but Test Line is visible then test is not

When either colloidal gold/plasma/serum/ whole blood
do not allow to interpret the result after completion of

If Specimen Back flow covered Control Line and make
it invisible and/or the Test Line is visible then result is

If the background is little hazy but the Control 2.
Line and/or Test Line is clearly visible then
the test is accepted accepted.
If the background is clear above Control Line 23
and/or Test Line within stipulated time then
test is accepted. : stipulated time then test is not accepted.
If backflow of test does not cover Control 4,
Line and/or Test Line then test is accepted
invalid and not accepted.
5.

If the background is not clear above Control Line
and/or Test Line then test is not accepted.

Note: Here Control Line is visible means all components/reagents has cleared reading window, crossed Control Line
during flow towards absorbent pad.

Volume in ml Sufficient volume Yes / No
Intact bottle assay buffer volume
1-8°C 30 £2°C 1-8°C 30%2°C
2.5 ml filled bottle for 25 Test : Minimum 1.7 ml 5 +C el NA Vs NE)
2.5 ml filled bottle for 30 Test : Minimum 2.0 ml NA NA NA NP

Remark: 0 day testing results will be noted down in 1-8 °C column. The 30 + 2 °C will be marked as not

applicable/strike off.

CONFIDENTIAL
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