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Inspection Report No: B-3-3ffnly - (-22015

Novel Coronavirus(2019-nCoV) Nucleic Packin
Product Name Acid Diagnostic Kit (PCR-Fluorescence 9 /fg tests/kit
) volume
Probing)
Quantity of each batch /S‘f£f7 kits Lot Number 2000 (5
Inspection Request 025]. : ¥ / ?
Shoat Ne jjwbl?d” 32.7 0 ’ Expiry Date 5’/2; 22/ (month/datelyear)
Sampling Date 4 / 27 /207,0 (month/date/year)| Report Date 0@/ 27/ 22)o (month/date/year)
7
Inspection standard 313061 Quality Standard for 2019-nCoV Diagnostic Kit
Inspection Items Quality Standard Test Results
. Outer packaging box should be intact with
BT - clear labels for product name, batch
number and shelf life. Tubes inside the
Visual i i -box should be intact with clear labels. Q{Qualiﬁed
ISUaLINSReCHON Product manual inside the box should be oUnqualified

clear and complete. When reagents are
fully thawed, all solutions should be limpid
with no precipitate or suspension.

1. positive control should be tested
positive. FAM/ROX/CY5 channel with a Ct

value < 35. m/ lified
Quality control test 2. Negative control should be tested UQua ll.lf? d

repeatedly 8 times.The Ct values for 8 B

times negative control of FAM/ROX/CY5

should not be displayed, or Ct >40.

: Positive- references should be tested J .
Cor!s'tstency e positive with a consistency rate of 100% Quah'ﬁed
positive results (10/10) oUnqualified

: Negative references should be tested .
Consn§ ISney rate of negative with a consistency rate of 100% E(Quahﬁed
negative results (15/15) oUnqualified

Precision references R1 and R2 should be AOualified
Precision tested repeatedly 10 times, the CV of Ct s o
should be <5%. ciindualjied
Sensitivity references S should be tested \z{Qualiﬂe d
Sensitivity repeatedly 10 times,which are = 2.0E+02 :
oUnqualified

copies/mL should be tested positive.

Conclusion: J Qualified o Unqualified

Insf)ector: ﬂj}a\m’ Wlﬂ

Personin charge of inspection:
2oibe= He

i/

<

Remarks:

This report is made in duplicate. One copy is distributed‘~t9 i
other one is kept by quality manag
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