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FREKER Certificate Of Analysis
F= 4 , o H A
0.2mL, PCR 8 Tubes Strip 2021-12-17
Product Inspection Date
B %513 #5
PCR100200 211217-071
Cat.No. Lot Number
R E XG4 R
Inspection Item and Result
BokF R 6 4 R
LT H K brifE Acceptance Level Inspection Result
Inspection Item and Standard =R .
R E K e B giR H
Sample
Quality Level . Ac:Re Result Judgement
Size
. Level | C=0 125 0:1 ¥4 /Meet criteria
7 il Products PASS
I MI 1.5 125 2:3 #54/Meet criteria
S Level | C=0 125 0:1 754 /Meet criteria
W3 Inner package PASS
Appearance 11 MI 1.5 125 5:6 754 /Meet criteria
Level | C=0 3 0:1 754 /Meet criteria
4MI%E Outer package PASS
I MI 1.5 3 0:1 #54r/Meet criteria
B Max: 15.3ml
C=0 10 0: 1 | &/IMH Mix: 14.7ml PASS
Capacity: within £2%
FHE Mean: 15.0ml
B
HE =0 10 0: 1 ity PASS
A8 Function | Leakage
i Edin: 121°C, 20 434
High temperature C=0 10 0: 1 sy PASS
performance: 121°C, 20min
YRAFDAR: -400C,24 /N .
C=0 10 0: 1 E PASS
Freezable: -40°C, 24hour
» P Samples: - - -
T .
C=0 3 0: 1 PRI Positive: +++ PASS
Sterilized (SAL=10%)
BIMEXTE Negative: - - -
A BE Fedh Samples: - - -
PHERE | <o sEUMmI R S8mp
Biological , C=0 3 0: 1 | FATEXEE Positive: +++ PASS
Non-Pyrogenic (<0.5Eu/ml) )
Performance BIMEXTE Negative: - - -
£ P& Samples: - - -
N c=0 3 0: 1 | FIMR{HE Positive: +++ PASS
DNase & RNase Free
BAMEAHIE Negative: - - -
AT Bk EiEL/
Final Judgement Accept Reject
24
Signature VR AR E T AR N F
v m | 1 I A |
KA Inspector SHENZHEN MEDICALET TECAOLOGY (0..LT),  ¥#\ Approva
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