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Title Volume per vial No. of vi.als No. of vi.als No. of vi_als
24 Reactions 48 Reactions 96 Reactions
Buffer Mix* 390 pl 1 2 4
Enzyme Mix? 78 ul 1 2 4
Primers & Probes® 52ul 1 2 4
HCV Standard 1* 100 pl 1 1 1
HCV Standard 2* 100 pl 1 1 1
HCV Standard 3* 100 pl 1 1 1
HCV Standard 4* 100 pl 1 1 1
HCV Standard 5* 100 pl 1 1 1
Internal Control® 650 l 1 1 2
DDW?¢ 600 pl 1 1 2
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HCV Mix 1 (rxns)

Buffer Mix 15 pyL
Enzyme mix 3 pL
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Master Mix Volume 20 uL
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Buffer Mix 15 uL
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Master Mix Volume 20 uL
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‘ Temperature Hold Acquisition Cycle
cDNA synthesis 50°C 40min | ——————————— 1X
Initial denaturation
and polymerase 95°C 15min | ———————o 1X
activation
Denaturation 95°C 20sec | -—————————
i 45X
Annealing and o
elongation 57°C 40 sec yes

(i A (5 Sl Al Cga Rotorgene slius ualaid) cilagass

Gain optimization:
Optimize Acquiring = perform optimization before 1st Acquisition on 57°C

ol HI38l oy 50 b o lasliwl Cdale (4o 5 8,5lg

DS it olws 158 03 50 0 Jeuz ¥ (gt b g ) st (bl 1) baolastinl clale
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Quantification Column 1 Column 2
Standards Concentration [1U/pl] Concentration [1U/ml]
Standard 1 1,000,000 300,000,000
Standard 2 100,000 30,000,000
Standard 3 10,000 3,000,000
Standard 4 1,000 300,000
Standard 5 100 30,000
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Control Parameter  Valid Value

Slope! -3.1t0 -3.6

PCR Efficiency 90% to 105%

R square (R?) >0.98

(Result Interpretation) guls yuwds
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Detection Channel ‘

Result Interpretation

FAM (HCV target) JOE (Internal Control) [  —

Positive Positive or Negative The Result is Positive

. . Target (HCV) Not Detected .
Negative Positive get ( _) .

Result is negative

. . PCR inhibition or reagent failure. Repeat

Negative Negative - -
test or Extraction again.

= R:wr.s % std Curve ) Resuts 514 ube | % Slope Comect B lgnoreFirst G Toke O Adj. | (7] Outber Removel. | Sove Defeults h

(Amplification Curve of Internal Control) JLsls J yoS wiSS Hloges () JS&

(Kit Performance) cuS o Slos

(Kit Dynamic Range) s awls
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(Specificity) cowolais|

(Analytical Specificity)  Swudbl comolais!
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Virus Source (3 VEUIVE
HSV-1
HSV-2 Clinical sample Undetected
CMV Clinical sample Undetected
BKV Clinical sample Undetected
Flu A Clinical sample Undetected
Vzv Clinical sample Undetected
EBV Clinical sample Undetected
HBV Clinical sample Undetected
SARS Covid Clinical sample Undetected
Parvovirus B19 Clinical sample Undetected
HIV Clinical sample Undetected
Adenovirus Clinical sample Undetected
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