Sinocare=i CHANGSHA SINOCARE INC.

Changsha China, June 24,2020

TO WHOM IT MAY CONCERN:

We hereby declare, on behalf of Changsha Sinocare Inc. that our product " SARS-CoV-2
Antibody Test Strip (Colloidal Gold Method) " has an intended shelf- life of 12 months
according to our SARS-CoV-2 Antibody Test Strip (Colloidal Gold Method) Strip Stability
Test Report.

Below we summarized the result of our SARS-CoV-2 Antibody Test Strip (Colloidal Gold
Method) Strip Stability Test Report:

According to Arrehenius 10 degree principle, use 45°C accelerate stability test data to calculate shelf life of
this test strip (intended shelf-life is 12 months)

TIMET=TIMERT. /Ql 0[(Tl -TRT)/10]

Accelerate time(week): TIMET;

Accelerate temperature(°C): T1=45

Storage temperature(°C): Trr=30

Reaction rate coefficient: Q10=3

Therefore, TIME1=52/3!3=10 weeks=70 days. The test data on 74 days still meet
acceptance criteria. The shelf-life of this test kit is 12 months (52 weeks) under 4~30°C.

Sincerely,

(ol koo

J
Quality Assurance Manager

Sinocare Inc. Add: No. 265, Guyuan Road, Hi-tech Zone, Changsha, Hunan Province 410203, People’s Republic of
China
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(Colloidal:GoldMethod)
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1. Purpose

This report is intended to evaluate the real-time stability, accelerate stability, open bag
stability of test strip and open bottle stability of sample diluent of SARS-CoV-2
Antibody Test Strip (Colloidal Gold Method).

2. Reference
(1) { et R RN EA AR & (RERE R )
(2) (IR et MR S R A o A I SR T A AT AR )
(3) 42009 Fr B BT A I AR FE AR AL (A7) )
(4) FATERAHE (SARS-CoV-2) HifbMMitA A (Rikew) Faihs
K.
(5) Iﬁﬁﬁﬁhﬁﬁﬂﬁﬁﬁiﬁmﬂiﬁ‘ﬁ45EIM?’FH'JJ'?%. { v [ PR A T AR LS
) 2008 4E5S 14 4255 5 14 Vol.14 Ne.5,
3. Material

Table 1. Material List

Product apec. Lot Manufacturer Note
SARS-CoV-2 Antibody 25 20200218 Strips to be
Test Strip (Colloidal strips/box | 20200219 Sinocare Inc. tested.

Gold Method) 20200220

4.  Acceptance Criteria

4.1 Appearance

Out package should be completed without any damaged. Labelling should be clear.
Test Strip should be clean, complete, without any damage or contamination. Sample
dilution should be transparent liquid, without any floccule or sediment.

4.2 Strip width

Strip width should be no less than 2.5mm.

4.3 Liquid migration velocity

Liquid migration velocity should be no less than 10mm/min.

4.4 Detection Limit

Use manufacturer’s reference perform test. Results of LO1, L02 reference should be
negative. Results of LOS, LO6 reference should be positive. Results of L03, L04

reference can either negative or positive.
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4.5 Negative reference consistency rate

Use manufacturer’s negative reference perform test. All test results should be negative.

Negative consistency rate 1s (-/-)10/10.

4.6 Positive reference consistency rate

Use manufacturer’s positive reference perform test. All test results should be positive.

Positive consistency rate 1s (+/4)5/5.

4.7 Repeatability

Use manufacturer’s negative reference ROl and manufacturer’s weakly positive

reference RO2 test 20 times respectively. Negative consistency range and positive

consistency rate should be no lf:gsﬁ@;;@&ﬁ%‘

5. Test Method

5.1. Appearance: Random take out 3 test.strips. Visual observe strip under nature
light.

5.2, Strip width: Random take out 3-test strips. Use vernier caliper measure strip
width for each strip.

5.3. Liquid moving velocity: Use dropper add NO1 negative reference into sampling
area. Then add 2 drops sample diluent into sampling area. Start timing when
liquid reaches to A line and stop timing when the liquid reaches to B line. Mark
time as t. Use vernier caliper measure length from A to B, mark as L. Moving

velocity is Lit.
4 \

LU

\, /

5.4. Detection Limit: Use strip test 6 manufacturer references (LO1~L06). Each

reference test 1 time.
5.5. Negative consistency rate: Use strip test 10 negative manufacturer references
(NO1~N10). Each reference test 1 time.

5.6. Positive consistency rate: Use strip test 5 positive manufacturer references
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{PO1~P10). Each reference test | time.

5.7. Repeatability: Use same lot strip replicate test negative manufacturer reference
RO1 20 times and weakly positive manufacturer reference R02 20 times.

6. Test Progress

6.1 Accelerate Stability

Put strip under 45°C + 2°C. Perform test refer to below test time point.

Storage Od 7d 2d l4d | 21d [ 28d | 30d | 37d | 44d | 51d | 58d | 62d | 704 | T4d

45+ 2 ¢ Y y Y y y Y Y Y Y Y Y N Y W

6.2 Real-time Stability _%"’43* 74

Use 3 lot strip perform test refer to below test time point.

Storage(months) { | ¥ 4 fi 8 10 11 12 13

28 °C V N Y V y y Y Y v V
2 R -\-3 2‘“{: I: RH qn |I |I |I |I I. I. |I |I |I |I
+ 5%) y Y y y \ Y Y Y y y

Test refer to 5.1~5.7 when storage (0 month and 13 months.
Test refer to 3.4~5.6 when storage | months to 12 months.
6.3 Open Bag Stability of Test Strip
Because high temperature and high humidity will affect strip performance, this
evaluation 1s focus on these two aspects. Choose 3 lots test strips. Take out sample
dilute, open and close cap immediately, stored at 4~30°C .Take out strips from foil
pouch, then put the strips at different temperature/humidity condition for Omin, 10min,
20min., 30mun. Test appearance, strip width, liquid moving velocity, detection limit,
negative consistency rage, positive consistency rate and repeatability.
Environment condition are as below:

(1) RH 50+ 5%, 25£2°C;

(2) RH 50+5%, 4042°C;

(3) RH 90%=x5%, 25+2°C
6.3 Open Bottle Stability of Sample Diluent
Choose 3 lots test kit. Take 2 bottles diluent from each lot. One 1s store at 2-8°C | the

other 1s stored at 28-32°C . Perform test according to 5.4 (diluent should be matched
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with test strip) according to test point: day 0, 4, 7, 14, 21, 28, 30. Equilibrate diluent

to room temperature and mix well 3 times before each test. Re-capped diluent

immediately after test and store at 2-8°C and 28-32°C . Test results should meet

requirement in 4.4.

7.

Test Result

Table 2-Accelrate Stability Test Result

Storage 45°C (1 day 45°C 7 days 45°C 8 days
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.02 302 3002 3.00 3.02 3.00 3.02 3.02 3.04
Strip Width (mm) 3.02 3.02 3.02 G |7 3.00 3.00 3.02 3.00 3.02 3.02
3.04 3.02 E:ﬂf_ra '3"_}5} 3.02 3.02 3.02 3.02 3.00
Liquid migration i _
. ) 19.6 203 198 19.5 20.0 19.5 19.4 20.1 19.9
velocity (mm/min)
L0l - - - - -
L02 - - - -
Detection LO3 - - - -
Limit L4
L03
L6
N1 - - - -
NO2 - - - -
NO3 - - - -
MNegative ND4 - - - -
Reference MNO5 - - - -
Consistency N6 - - - -
Rate NO7 - - - -
N0 - - - -
NOY - - - -
N1O - - - -
POl
Positive P02
Reference
Consistency Po3
Rate P04
P05
ROL | 20020 (-p | 20020 (=) | 20020 (-) | 20020 (-) | 20420 (=) | 200200 {-) | 20020 (-) | 20020 (-) [ 20/20 (-)
Repeatability
ROZ | 20020 () | 20020 (+) | 20020 (+) | 20020 (+) [ 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+)
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Storage 45°C 14 day 45°C 21 days 45°C 28 days
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.00 302 3.00 3.02 3.02 3.00 3.02 3.02 3.02
Strip Width (mm) 3.02 3.00 3.02 3.00 3.02 3.02 3.00 3.02 3.02
3.00 3.02 3.02 3.00 3.02 3.00 3.02 3.00 3.00
Liquid migration
. . 189 19.1 19.9 188 19.3 19.6 19.1 184 8.8
velocity (mm/min)
L0l - - - -
L02 - - - -
Detection L03 - - - -
Limit L4 ;
L03 e et
L06 TRy aY Tt
N1 - - - -
NO2 - - - -
NO3 - - - -
Negative ND4 - = - -
Reference MNO35 - - - -
Consistency N6 - - - -
Rate NO7T - - - -
N0 - - - -
N0 - - - -
N1O - - - -
POl
Positive
Reference PO
Consistency PO3
Rate P04
P05
ROT | 20020 (-p | 20020 (=) | 20020 (-) | 20020 (-) | 20420 (=) | 200200 (=) | 20020 (-) | 20020 (-) [ 20/20 (-)
Repeatability
ROZ | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) [ 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+)
Storage 45°C 30 day 45°C 37 days 45°C 44 days
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.02 3.02 3.02 3.04 3.02 3.02 3.02 3.00 3.02
Strip Width (mm) 3.04 3.00 3.02 3.00 3.02 3.00 3.00 3.02 3.02
3.00 302 3.02 3.02 3.02 3.00 3.04 3.00 3.02
Liquid migration 18.7 19.3 19.1 18.6 19.0 19.4 19.0 18.6 18.9
velocity (mum/min)
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Lol - - - -
L02 - - - -
Detection LO3 - - - -
Limit L04
LO5
L06
NOL - - - -
NO2 - - - -
NO3 - - - -
Negative NO4 - - - .
Reference NS - - - -
Consistency NG - - - -
Rate NOT - b - -
MO - o - -
N09 - 11 OB ] ]
N10 - - - -
. P01
I‘n.ﬁlm-'c POz )
Rcfclrcncc P03 .
Consistency
Rate I‘{]a} -
P05
ROL | 20020 (-) | 200200 (=) | 200200 (=) | 20020 (-) [ 20620 (=) | 20020 (-3 | 20020 {-) | 20020 (-} | 20420 (-)
Repeatability
ROZ | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20020 (+) | 20/20 (+)
Storage 45°C 51 day 45°C 58 days 45°C 62 days
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.00 3.02 3.04 3.00 3.02 3.00 3.02 3.02 3.02
Strip Width (mm) 3.02 3.00 3.00 3.00 3.00 3.00 3.02 30z 3.00
302 3.02 3.04 302 3.04 3.00 3.02 3.00 3.00
Liquid migration 18.9 19.1 19.5 18.3 18.7 19.1 19.2 18.7 18.1
velocity (mm/min)
L0l - - - -
Lo2 - - - -
Detection L03 - . _ )
Limit L04
L05
L0&
MNegative N1 - - - -
Reference NO2 - - - -
Consistency N03 - - - _
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Rate ND4 - - - -
N5 - - - -
N6 - - - -
NOT - - - -
MO - - - -
NO9 - - - -
N10 - - - -
P01l + +
Positive LECALT 4
Reference e i 1 ! r}H
Consistency E03 - ]
Rate P4 t
P05 - 3
RO1 | 20¢20 (-) | 200200 (-) | 200200 (-3 200200 (-) [ 20020 (-) | 20420 (-) | 20/20 {-) | 20020 {-) | 20420 (-)
Repeatability
RO2Z | 20020 (+) | 20020 (+) [ 20020 (+) | 20020 (+) | 20420 (+) | 20020 (+) [ 20720 (+) | 20420 (+) | 20/20 (+)
Storage 45°C 64 day 45°C 70 days 45°C 74 days
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass
302 3.02 3.00 3.00 3.02 3.02 3.00 3.00 3.00
Strip Width  {mm) 3.02 3.02 3.00 3.00 3.00 298 3.02 3.00 3.00
3oz 3.02 .oz 3.00 3.02 3.00 2.98 3.00 3.00
Liquid migration -
18.5 19.4 19.0 8.4 19.1 18.8 18.8 19.4 19.0

velocity  (mm/min)

Detection
Limit

L0l

LazZ

LO3

L4

L035

LO6

Megative
Reference
Consistency
Rate

NO1

NO2

ND3

N4

ND5

NDG

NO7T

NOE

N0

N1O

Positive

P01
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Reference
Consistency
Rate
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P02

P03

P04

P05

Repeatability

RO1

20020 (-)

200200 (-)

20020 (-)

202000

20420 1-)

20020 ()

20020 (-)

200200 (-)

200200 (-)

R02

20020 1+)

20020 (+)

20020 j(+y 4

.E.@Qﬂ-}]r-(!%ﬂﬂﬂ )

B 20020 (4

1ol 20020 (+)

20,200+

Mote: Take example as 100% (20/20-) 0 100% means positive'rate, *20/20-" means 20 test results

are negative in 20 tests.

Table 3-Real-Time Stability Detection Limit Test Result (1-12 months)

2~-8C

Months

1

2

4

Lot

20200218

20200219

20200220

202002

18 | 20200219

20200220

20200218

20200219

20200220

LO1

Loz

LO3

LO4

LO3

LOG

Months

&

6

10

Lot

20200218

20200219

20200220

202002

1% | 20200219

20200220

20200218

20200219

20200220

LO1

Loz

LO3

LO4

LO3

L6

Months

11

12

Lot

20200218

20200219

20200220

202002

I8 | 20200219

20200220

L1

Loz

LO3

L4

LO3

LOG
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Table 4-Real-Time Stability Detection Limit Test Result (112 months)

28~-32C
Months l 2 4
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 ( 20200220
Lol - - -
Loz - - -
LO3 - - -
LO4
LO5
LO6
Months 6 8 10
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220 | 20200218 | 20200219 20200220
Lol
Loz
LO3
Lo4
LO5
LO6
Months 11 12
Lot 20200218 | 20200219 | 20200220 | 20200218 | 20200219 | 20200220
Lol
Loz
LO3 ...r_'jhfﬂ—‘rn—ﬁ
L04 LY RC
LO5
LO6
Table 5 — Real-Time Stability Test Result {1=12 meonths)
2~-8°C
Lot 20200218 | 20200219 | 20200220 Lot |2ﬂ2[](]2[3 | 20200219 | 20200220
Months l 2
M1 - N1 -
M2 - MNO2 -
_ M3 - MNO3 -
}chutwc 04 - NO4 -
Rcfr_frf:ncc NOS - NOS -
Consistency
M6 - N6 -
Rate
N7 - MNOT -
MO8 - MNOE -
M09 - M09 -
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N1 NI - -
Posit Pol POl
. ‘;_5"“'“ P02 P02
TERETEREE T py;3 P03
Consistency
P04 P04
Rate — =
P03 P05
Table 6 — Real-Time Stability Test Result (1~12 months)
28~-32°C
Lot 20200218 | 20200219 | 20200220 Lot 20200218 | 20200219 | 20200220
Months l 2
N NO1 - -
NO2 NOZ - -
N3 - NO3 - -
Negative N4 a2 3 M4 - -
Reference NO3 =y e NOS - -
Consistency N - - N6 - -
Rate NOT NOT - -
NOE NOE - -
N0 - NOG9 - -
N1 N1 - -
Positi POl POl
ositve P02 P02
Reference
L P03 P03
Consistency
P04 P04
Rate
P05 P05
Table 7-Open Bag Stability Test Result
20200218
Environment 25°C, RHS50% 40°C, RH50% 25°C, RH90%
Time (min | 10min | 20min | 30min | Omin | Won | 2000 | 30min | Omin | 10min | 20min | 30min
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.00 3.02 3.00 3.00 3.02 3.00 3.02 3.00 3.00 3.02 3.00 3.02
Strip width (mm) 3.02 3.04 3.00 3.00 3.02 3.02 3.00 3.02 3.02 3.00 3.02 3.02
3.02 3.02 3.00 3.02 3.02 3.00 3.02 3.00 3.02 3.04 3.02 3.02
Liquid migration _
19.6 2001 19.5 19.9 8.9 8.7 19.0 |88 19.2 8.9 19.3 192

velocity  (mm/min)

Detecti LOI
ceton 0o

Limuit
LO3
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L4

L03

L6

NO1

N2

ND3

Negative NO4

Reference N5

Consistency | NG

Rate NO7 - - - - -
NOE - - - - -
N9 - - . = .
NI - - - - -
P01 - 1 ST 4
I‘n.siti\-'c =0 = ? "'Lnn ¥ O"-,
Reference
o P03 +
Consistency _
P04 +
Rate
P05 i
RO 20020 | 20020 | 20020 | 2020 1200207 20020 | 20020 | 20020 | 20020 | 2020 | 2020 | 2020
(-] (-] (=) (=] (=] =) (-] (-] (-] (-] (-] (-]
Repeatability _ _ , , , , , , , , , _
RO2 20020 ) 20020 ) 20020 | 2020 | 20020 | 20020 | 20020 | 20020 | 2020 | 2020 | 20020 | 1820
B [(*] [(*] (] (] (] (] () () (] [*] [*] ()
20200219
Environment 25°C, RH309; 40°C, RHA509% 25°C, RH90%;
Time Omin | 10min | 20min | Time | Omin | 10min | 20min | Time | Omin | [0min | 20min | Time
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.00 3.00 .02 31.00 3.00 3.02 3.02 3.00 .02 3.02 3.00 3.00
Strip width  (mm) 3.00 3.00 .02 3.00 .02 3.00 .02 3.02 3.00 3.0 3.00 3.00
3.02 3.04 3.02 3.02 3.02 3.00 3.00 3.00 3.02 3.00 3.04 3.02
Liquid moving ) )
9.2 9.9 196 19.8 8.8 [&5.5 19.2 5.9 19.1 187 9.2 19.0

velocity (mm/min)

L0l

L02

Detection LO3

Limut L4

L03

L6
S NO1 - - - - -
ﬁ ?dmc NO2 - - - - -
: e c.rcncc NO3 - - - - -

Consistency
NO4 - - - - -
Rate
NO3 - - - - -
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N6 - - - - -
NOT - - - - -
NOE - - - - -
NO9 - - - - -
NI - - - = 3 E
Posit P01 * b
ositive
Reference - "ﬂ'?‘:ﬁ-:" L=k
o P03 ' '
Consistency
P04 + +
Rate —
P05 %
ROI 20020 | 20020 | 20020 | 20020 20020 | 20420 ) 20020 | 20020 | 20020 | 2020 | 2020 | 2020
- (-] (-] (-] (=) [ [ =) (-] (-] (-] (-] (-]
Repeatability - - ; , ; , , , , _ -
RO2 20020 | 20020 ) 20020 | 2020 | 20200 20020 | 20020 | 20020 | 20020 | 2020 | 2020 | 1920
B [+ [+ [+ [+ [+ (] () () () [+ [+ ()
20200220
Environment 25°C, RH30% 40°C, RH50% 25°C, RH90%
Time Omin | 10min | 20min | Time | Omin | 10min | 20min | Time | Omin | 0min | 20min | Time
Appearance Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass Pass
3.02 3.00 .00 3.00 .02 .02 3.02 3.00 3.00 3.02 3.02 3.00
Strip width  (mm) 3.02 3.02 3.02 .02 .02 3.02 3.00) 3.00) .02 3.02 3.00 3.02
3.00 .02 .02 3.00 .02 31.00 .02 3.00) .02 3.02 3.00 3.02
Liquid ing
WEMOVIRE 1 195 | 197 | 200 | 195 | 192 | 189 | 190 | 187 | 190 | 192 | 190 | 193

velocity (mm/min)

Lol - - - - -

Lo2 - - - - -

Detection LO03 - - - - -
Limit L04
L05
LDG

N - - - - -

N2 - - - - -

NO3 - - - - -

Negative NO4 - - - - -

Reference | NO5 - - - - -

Consistency | NOG6 - - - - -

Rate NO7 - - - - -

MNOE - - - - -

N9 - - - - -

NI1D - - - - -
Positive POl
Reference P02
Consistency | P03
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Rate PO4
P05
ROI 20020 | 20020 | 20020 | 20020 | 2020 | 20020 | 20020 | 20020 | 20/20 | 20020 | 20020 | 20/20
- - -] - - - -1 -1 L= - -} I-J
Repeatability - - , , , , , _ _ _ _ -
RO2 20020 | 20020 | 20020 [ 20020 | 20020 | 20020 | 20020 | 20020 | 20/20 | 20020 | 20020 | 20/20
} () () ¥ (¥ (¥ ) () ) ) ) ) ()

MNote: Take example as 100% (20/20-) , 1MW means positive rate, “20/20-" means 2(} test resulis

are negative in 2() tests,

Table 9 — Open Bottle Stability Test Result for Sample Diluent

2-8°C

Day

0d

4d

7d

14d

21d

28d

30d

20200218

LO1

Loz

LO3

L4

L05

LO6

20200219

L0l

Loz

o] =
v

LO3

L4

LD5

LO6

20200220

LO1

Loz

L03

L4

L03

LO6

2B~-32°C

Day

0d

4d

7d

14d

21d

28d

30d

20200218

LO1

Loz

LO3

L4

LD5

LO6

20200219

L0l

Loz

LO3

L4
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LD5
LO6
LO1 - - - - - - -
Loz - - - - - - -
LO3 - - - - - - -
L4
L03
LD6

20200220

8. Conclusion
8.1 Accelerate Stability:
According to Arrehenius 10 degree principle, nse 43°C accelerate stability test data to calculate
shelf life of this test strip (intended ﬁﬁﬁ; 5 onths)
TIMEr=TIMEg#/Q /PR TV

Accelerate ime (weck) : TIMEq

Accelerate temperature- (C) - TI=45

Storage temperature ("C) : Ter=30

Reaction rate coefficient: Q10=3
Therefore, TIME=52/3""=10 weeks=70 days. The test data on 74 days still meet
acceptance criterta. The shelt-life of thus test kit 15 12 months (52 weeks) under
4-30°C.
8.2 Real-time Stability: Test 15 on-going. Data will be updated.
8.3 Open bag Stability tor Test Strip: After open the foil bag, SARS-CoV-2 antibody test strip
meet requirements after opened within 20} minutes. But test results will fail atter opened 30
minutes. Therefore. the open bag stability 1s defined as 10 minutes.
8.4 Open bottle stability for Sample Diluent: Test results until day 30 meet acceptance criteria.

Considering rnisk during use, the open bottle shelf life 1s detined as 28 days.
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