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PTH ENZYME REAGENT 3RD GEN A1* QC Test Specifications Actions
 "A"   0.0 pg/ml 0.012 Abs(A) <0.06 Pass
 "B"   15 pg/ml 0.054 Abs(B/A) >1.5 Pass
 "C"   75 pg/ml 0.215 Abs(C/B) >2.0 Pass
 "D"   150 pg/ml 0.422 Abs(D/C) >1.6 Pass
 "E"   500 pg/ml 1.234 Abs(E/D) >2.6 Pass
 "F"   1000 pg/ml 2.200 Abs(F/E) >1.4 Pass
100% A"F" 2.200 Abs(F) >1.8 Pass

* A1 = Absorbance of Individual Calibrators

Lot Num Specifications Actions
90M1F2 54.87 pg/ml 46.0 ± 15.18 Pass
90N1F2 238.06 pg/ml 250.0 ± 82.5 Pass
88711 40.50 pg/ml 47.54 ± 15.69 Pass
88712 520.37 pg/ml 558.64 ± 184.35 Pass
88713 1047.10 pg/ml 1512.0 ± 571.5 Pass

PTH ENZYME REAGENT 2ND GEN A1* QC Test Specifications Actions
 "A"   0.0 pg/ml 0.060 Abs(A) <0.06 Pass
 "B"   15 pg/ml 0.113 Abs(B/A) >1.5 Pass
 "C"   75 pg/ml 0.249 Abs(C/B) >2.0 Pass
 "D"   150 pg/ml 0.402 Abs(D/C) >1.6 Pass
 "E"   500 pg/ml 1.096 Abs(E/D) >2.6 Pass
 "F"   1000 pg/ml 2.039 Abs(F/E) >1.4 Pass
 "F" 100% 2.039 Abs(F) >1.8 Pass

* A1 = Absorbance of Individual Calibrators

Lot Num Specifications Actions
90M1F2 42.39 pg/ml 46.0 ± 15.2 Pass
90N1F2 200.80 pg/ml 250.0 ± 82.5 Pass
88731 38.20 pg/ml 52.72± 17.4 Pass
88732 674.42 pg/ml 731.89± 250 Pass
88733 1255.00 pg/ml 1500 ± 500 Pass

All individual units of human origin have been tested for the presence of HBs antigen and antibodies to
HIV I & II and HCV, and were found to be nonreactive by license tests in accordance with standard EN 13641

QC Reference: QCR-10025-22-12-29-04 DATE : 2022-12-29

QC Approval: NAME Christian Ayoub
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