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msss. N3 rer@ljective of this study is to establish the clinical performance by evarﬁéﬂﬁgu
Objactive diagnostic sensitivity and diagnostic specificity of MERISCREEN COVID-19 Antigen
Detection kit at Independent site to be used for qualitative detection of SARS-CoV-
2 infection in human.
The scope of this evaluation is applicable for MERISCREEN COVID-19 Antigen
Scope Detection test only.
Test Name Meriscreen COVID-19 Antigen Detection Test
Start Date 9™ Dec 2020 [ End Date [ 30™ Jan 2021
[ Batch No. - MFG. EXP.
MI112026 2020/11 2021/10
MI112033 2020/11 2021/10
[ MI122019 2020/12 2021/11
PCR Result COVID-13 Antigen test
S.No. i T i
0. | Specimen Type Specimen ID CT Status c T Status
value
1 Nasopharyngeal Sample 1 14 Pogitiva 41 4+ Foaitie
2 Nasopharyngeal Sarnple 2 1/ Positive 1+ 4+ Pasitive
3 Nasopharyngeal | Sample 3 26 Positive a4 2+ Positiva
4 Nasopharyngeal Sample 4 26 Positive 4+ 1+ Positive
5 Nasopharyngeal Sample 5 . 22 Positive 4+ 3+ Fasitive
6 | Nasopharyngeal | Samples | 26 Positive 4+ 24 Positive
7 | Nasopharyngeal | Sample7 | 21 Positive 4 3+ Pasiiive
8 Nasopharyngeal Sample 8 19 Positive 4+ 4+ Positive
9 Nasopharyngeal Sample 9 28 Positive 4+ 2+ Positive
10 Nasopharyngeal Sample 10 24 Positive 4+ 3+ Pasitive
1 Nasopharyngeal | Sample 11 21 Positive 4+ 2+ Fositive
12 Nasopharyngeal Sample 12 26 Positive 4+ 1+ Positive
13 Nasopharyngeal Sample 13 25 Positive 4+ 1+ Positive
14 | Nasopharyngeal | Sample 14 | 26 Positive 44 24 Positive
15 Nasopharyngeal | Sample 15 25 Positive 4+ 2+ Positive
16 Nasopharyngeal Sample 16 29 Positive 4+ 2+ Positive
17 | Nasopharyngeal | Sample 17 24 Positive 4+ 3+ Positive J
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18 | NasOpRENAREP"Te8ample 18 | 14 Positive 4+ 4+ Fegitve00am - 1.00 pm
19 | Nasopharyngeal | Sample19 | 26 Positive 4+ 1+ Positive
20 | Nasopharyngeal | Sample20 | 23 Positive 4+ 2+ Positive
21 | Nasopharyngeal | Sample 21 25 Positive 4+ 3+ Positive
22 | Nasopharyngeal | Sample 22 27 Positive 4+ 1+ Positive
23 Nasopharyngeal Sample 23 17 Positive 4+ 4+ Positive
24 Nasopharyngeal | Sample24 | 24 Positive 4+ 24 Positive
25 Nasopharyngeal | Sample 25 15 Positive 4+ 4+ Positive
26 | Nasopharyngeal | Sample 26 26 Positive 4+ 24 Positive
27 | Nasopharyngeal | Sample 27 24 Positive 4+ 24 Positive
28 | Nasopharyngeal | Sample 28 24 Positive 4+ 3+ Positive
29 | Nasopharyngeal | Sample29 | 25 Positive 4+ 3+ Positive
30 | Nasopharyngeal | Sample 30 28 Positive 4+ 2+ Positive
31 | Nasopharyngeal | Sample 31 16 Positive 4+ &4 Positive
32 | Nasopharyngeal | Sample 32 27 Positive 4+ 3+ Positive
33 | Nasopharyngeal | Sample33 |. 26 Positive 4+ 1+ Positive
34 | Nasopharyngeal | Sample34 | 22 Positive 4+ 2+ Positive
35 | Nasopharyngeal | Sample35 | 25 Positive 4+ 1+ Positive
36 Nasopharyngeal Sample 36 24 Positive 4+ 3+ Positive
37 | Nasopharyngeal | Sample37 | 26 Positive 4+ 1+ Positive
38 Nasopharyngeal | Sample 38 14 Positive 4+ 4+ Positive
39 | Nasopharyngeal | Sample 39 24 Positive 4+ 14 Positive
40 | Nasopharyngeal | Sample40 | 32 Positive 4+ + Positive
41 Nasopharyngeal | Sample 41 17 Positive 4+ 4+ Positive
42 | Nasopharyngeal | Sample 42 29 Positive 4+ + Positive
43 | Nasopharyngeal | Sample 43 27 Positive 4+ 1+ Positive
44 Nasopharyngeal Sém ple 44 25 Positive 4+ 1+ Positive
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4-5 5 Nasdbfi&ryHdedr® "‘:géample 45 27 Positive 4+ 1+ Ftive B0anm = 1.00 prn

46 | Nasopharyngeal | Sample 46 29 Positive 4+ + Positive

47 | Nasopharyngeal | Sample47 | 26 Positive 4+ 2+ Positive

48 Nasopharyngeal | Sample 48 28 Positive 4+ 2+ Positive

49 Nasopharyngeal Sample 49 31 Positive 4+ + Positive

50 | Nasopharyngeal | Sample 50 30 Positive 4+ + Positive

51 | Nasopharyngeal | Sample 51 20 Positive 4+ 4+ Positive

52 | Nasopharyngeal | Sample52 |. 27 Positive 4+ + Positive

53 | Nasopharyngeal | Sample 53 29 Positive 4+ + Positive

54 | Nasopharyngeal | Sample54 | 25 Positive 4+ - Positive

55 | Nasopharyngeal | Sample 55 22 Positive 4+ 3+ Positive

56 | Nasopharyngeal | Sample 56 26 Positive 4+ 1+ Positive

57 | Nasopharyngeal | Sample57 | 25 Positive 4+ 1+ Positive

58 | Nasopharyngeal | Sample58 | 30 Positive 4+ + Positive

59 Nasopharyngeal Sample 59 29 Positive 4+ + Positive

60 | Nasopharyngeal | Sample80 | 24 Positive 4+ 2+ Positive

61 | Nasopharyngeal | Sample 61 19 Positive 4+ 4+ Positive

62 | Nasopharyngeal | Sample 62 30 Positive 4+ + Positive

63 | Nasopharyngeal | Sample 63 31 Positive 4+ * Positive

64 | Nasopharyngeal | Sample 64 29 Positive 4+ + Positive

65 | Nasopharyngeal | Sample65 | 27 Positive 4+ + Positive

66 Nasopharyngeal Sample 66 22 Positive 4+ 4+ Positive

67 | Nasopharyngeal | Sample67 | 26 Positive 4+ 1+ Positive

68 Nasopharyngeal Sample 68 29 Positive 4+ + Positive

69 | Nasopharyngeal | Sample 69 27 Positive 4+ + Positive

70 | Nasopharyngeal | Sample 70 26 Positive 4+ + Positive

71 | Nasopharyngeal | Sample71 | 29 Positive 4+ + Positive
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; Pesiti’e00 am|- 1.00 pm
72 | Nasopharyngeal | “8ample 72 | 29 Positive 4+ +
s Positive
73 Nasopharyngeal Sample 73 28 Pasitive 4+ +
i Positive
74 Nasopharyngeal Sample 74 27 Positive 4+ +
- Positive
75 Nasopharyngeal Sample 75 25 Positive 4+ 2%
& Positive
76 Nasopharyngeal Sample 76 26 Positive 4+ 1+
i - Positive
77 Nasopharyngeal Sample 77 23 Positive 4+ 2+
" Paositive
78 Nasopharyngeal Sample 78 28 Positive 4+ +
Positive
79 Nasopharyngeal Sample 79 26 Positive 4+ 1+
Positive
80 Nasopharyngeal Sample 80 27 Positive 4+ 1+
' ‘ . Positive
81 Nasopharyngeal Sample 81 25 Positive 4+ 2+
' Negative
82 Nasopharyngeal Sample 82 34 Positive 4+ 0
; Positive
83 Nasopharyngeal Sample 83 28 Positive 4+ +
- Positive
84 Nasopharyngeal Sample 84 26 Positive 4+ +
- Positive
85 Nasopharyngeal Sample 85 27 Positive 4+ +
i Positive
86 Nasopharyngeal Sample 86 26 Positive 4+ +
g Negative
87 Nasopharyngeal Sample 87 33 Positive 4+ 0
s, Positive
88 Nasopharyngeal Sample 88 24 Positive 4+ 2+
i Positive
89 Nasopharyngeal Sample 89 27 Positive 4+ 1+
: e Positive
a0 Nasopharyngeal Sample 90 27 Positive 4+ +
e Positive
91 Nasopharyngeal Sample 91 23 Positive 4+ 1+
. Negative
92 Nasopharyngeal Sample 92 33 Positive 4+ 0
= Positive
a3 Nasopharyngeal Sample 93 25 Positive 4+ 1+
. Positive
94 Nasopharyngeal Sample 94 24 Positive 4+ 2+
Positive
a5 Nasopharyngeal Sample 95 26 Positive 4+ 2+
- Positive
96 Nasopharyngeal Sample 96 27 Positive 4+ +
- Positive
97 Nasopharyngeal Sample 97 23 Positive 4+ 1+
- Positive
98 Nasopharyngeal Sample 98 25 Positive 4+ 1+
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..... = Pasitive00 am
99 Nasgp%ﬁa??ﬂgé; ™ IOE“%arnple e Positive 4+ 1+
s Positive
100 | Nasopharyngeal | Sample 100 29 Paositive 4+ +
- Positive
101 Nasopharyngeal | Sample 101 28 Positive 4+ 1+
s Positive
102 | Nasopharyngeal | Sample 102 27 Positive 4+ #
- Positive
103 Nasopharyngeal | Sample 103 26 Positive 4+ +
it Positive
104 | Nasopharyngeal | Sample 104 29 Positive 4+ +
Total No.of PCR | 104
Positive Samples
No. of sample Positive | 101
in Antigen test
Mogative eample 63
Diagnostic Sensitivity LI
Diagnostic Specificity:
. i PCR Result COVID-19 Antigen test
S.No. Specimen Type Specimen ID Stiue c T Status
i 0 Negative
1 Nasopharyngeal Sample 1 Negative 4+ g _
i 0 Negative
2 Nasopharyngeal Sample 2 Negative 4+ S _
i 0 Negative
3 Nasopharyngeal Sample 3 Negative 4+ g
i 0 Negative
4 Nasopharyngeal Sample 4 Negative 4+ g
i Negative
5 Nasopharyngeal Sample 5 Negative 4+ 0 9
i Negative
6 Nasopharyngeal - Sample 6 Negative 4+ 0 egatl
i 0 Negative
7 Nasopharyngeal Sample 7 Negative 4+ g
- G
8 Nasopharyngeal Sample 8 Negative 4+ 0 | Negative
- Neoat
9 Nasopharyngeal Sample 9 Negative 4+ 0 egative
10 Nasopharyngeal Sample 10 Negative 4+ 0 Negative
11 Nasopharyngeal Sample 11 Negative A 0 | Negative
12 Nasopharyngeal Sample 12 Negative 4+ 0 | Negative
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13 "i&SePRafyiigesl Sample 13 pres 0 SpiNey&fvem
14 Nasopharyngeal Sample 14 Negetive 4+ 0 | Negative
15 Nasopharyngeal Sample 15 Negative 4+ 0 | Negative
16 Nasopharyngeal | Sample 16 Negative 4+ 0 Negative
17 Nasopharyngeal Sample 17 Negative 4+ 0 | Negative
18 Nasopharyngeal Sample 18 Negative - 0 | Negative
19 Nasopharyngeal Sample 19 Negative A% 0 | Negative
20 Nasopharyngeal Sample 20 Negativa 4+ O | Negatve
21 Nasopharyngeal Sample 21 Negative 4+ 0 | Negative
22 Nasopharyngaal Sample 22 Negative 4+ 0 | Negative
23 Nasopharyngeal Gample 24 Negalive 4 n Nagativa
24 Nasopharyngeal Sample 24 Negative 45 0 | Negative
25 Nasopharyngeal - Sample 25 Negative i 0 | Negative
26 Nasopharyngeal Sample 26 Negative 4+ 0 | Negative
27 Nasopharyngeal Sample 27 Negative 4+ 0 | Negative
28 Nasopharyngeal Sample 28 Negative i 0 | Negative
29 Nasopharyngeal Sample 29 Negative 4+ 0 | Negative
30 Nasopharyngeal Sample 30 Negative 4+ 0 | Negative
31 Nasopharyngeal Sample 31 Negative 4+ 0 Negative
32 Nasopharyngeal Sample 32 Negative 4+ 0 | Negative
33 Nasopharyngeal Sample 33 Negative 4+ 0 Negative
34 Naso;-)haryn geal Sample 34 Negative p. 0 Negative
35 Nasopharyngeal Sample 35 Negative 4+ 0 | Negative
36 Nasopharyngeal Sample 36 Negative 4+ 0 | Negative
37 Nasopharyngeal Sample 37 Negative A 0 | Negative
38 Nasopharyngeal Sample 38 Negative 4+ 0 | Negative
39 Nasopharyngeal Sample 39 Negative 4+ 0 | Negative
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;D- : MRESoNRRTHgEs! Sample 40 Negative 2 0 SPINSGERaM
41 Nasopharyngeal Sample 41 Negative i 0 | Negative
42 Nasopharyngeal Sample 42 Negative i 0 | Negative
43 Nasopharyngeal Sample 43 Negative 4+ 0 | Negative
44 Nasopharyngeal Sample 44 Negative R 0 | Negative
45 Nasopharyngeal Sample 45 Negative s 0 | Negative
46 Nasopharyngeal Sample 46 Negative 4+ 0 | Negative
47 Nasopharyngeal Sample 47 Negative 4+ 0 Negative
48 Nasopharyngeal Sample 48 Negative 4% 0 | Negative
49 Nasopharyngeal Sample 49 Negative 4+ 0 | Negative
50 Nasopharyngeal Sample 50 Negative 4+ 0 | Negative
51 Nasopharyngeal Sample 51 Negative i 0 | Negative
52 Nasopharyngeal Sample 52 Negative . 0 | Negative
53 Nasopharyngeal Sample 53 Negative . 0 | Negative
54 Nasopharyngeal Sample 54 Negative A+ 0 Negative
55 Nasopharyngeal Sample 55 Negative a4 0 | Negative
56 Nasopharyngeal Sample 56 Negative & 0 | Negative
57 Nasopharyngeal Sample 57 Negative e 0 | Negative
58 Nasopharyngeal Sample 58 Negative . 0 | Negative
59 Nasopharyngeal Sample 59 Negative ™ 0 | Negative
60 Nasopharyngeal Sample 60 Negative 4+ 0 | Negative
61 Nasopharyngeal Sample 61 Negative A 0 | Negative
62 Nasopharyngeal Sample 62 Negative A 0 | Negative
63 Nasopharyngeal Sample 63 Negative 4+ 0 Negative
64 Nasopharyngeal Sample 64 Negative &+ 0 | Negative
65 Nasopharyngeal Sample 65 Negative - 0 | Negative
66 Nasopharyngeal Sample 66 Negative 4+ 0 | Negative
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6-7“ MRESoHRaR7HEEH Sample 67 Negative 4+ B IN%QW
68 Nasopharyngeal Sample 68 Negative 4+ 0 | Negative
69 Nasopharyngeal Sample 69 Negative 44 0 | Negative
70 Nasopharyngeal Sample 70 Negative - 0 | Negative
71 Nasopharyngeal Sample 71 Negative - 0 | Negative
72 Nasopharyngeal Sample 72 Negative & 0 | Negative
73 Nasopharyngeal Sample 73 Negative - 0 | Negative
74 Nasopharyngeal Sample 74 Negative 4+ 0 | Negative
75 Nasopharyngeal Sample 75 Negative . 0 | Negative
76 Nasopharyngeal Sample 76 Negative 4+ 0 Negative
77 Nasopharyngeal Sample 77 Negative s 0 | Negative
78 Nasopharyngeal Sample 78 Negative A 0 | Negative
79 Nasopharyngeal Sample 79 Negative 4 0 | Negative
80 Nasopharyngeal Sample 80 Negative i 0 | Negative
81 Nasopharyngeal Sample 81 Negative 4+ 0 | Negative
82 Nasopharyngeal Sample 82 Negative Py 0 | Negative
83 Nasopharyngeal Sample 83 Negative i 0 | Negative
84 Nasopharyngeal Sample 84 Negative ™ 0 | Negative
85 Nasopharyngeal Sample 85 Negative Gk 0 | Negative
86 Nasopharyngeal Sample 86 Negative i 0 | Negative
87 Nasopharyngeal Sample 87 Negative g 0 | Negative
88 Nasopharyngeal Sample 88 Negative . 0 | Negative
89 Nasopharyngeal Sample 89 Negative 44 0 | Negative
20 Nasopharyngeal Sample 90 Negative - 0 | Negative
91 Nasopharyngeal - Sample 91 Negative . 0 | Negative
92 Nasopharyngeal Sample 92 Negative - 0 | Negative
93 Nasopharyngeal Sample 93 Negative - 0 | Negative
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Dr. = i San=a 0 - 1.00 pm
94 "Nesophargngeal) Sample 94 Negative 4+ 0 19Negativ@
95 Nasopharyngeal Sample 95 Negative 4+ 0 | Negative
96 Nasopharyngeal Sample 96 Negative 4+ 0 | Negative
97 Nasopharyngeal Sample 97 Negative 4t 0 | Negative
98 Nasopharyngeal Sample 98 Negative 4+ 0 | Negative
99 Nasopharyngeal Sample 99 Negative A% 0 | Negative
100 Nasopharyngeal - Sample 100 Negative is 0 | Negative

Conclusion:
Diagnoslic Sensitivity Diagnostic Speciﬂcigg —_"__
FCR Pusltlve 104 PCR Negative 100
Antigen Positive 101 Antigen Positive 0
Antigen Negative 03 Antigen Negative 100
Total No. Of samples 104 Total No. of samples 100
Sensitivity (%) 97.20% Specificity (%) 100%
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of Testing Site
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Evaluator's Name
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