Schiffa’s One Step hCG Urine Pregnancy
Test Kit is a rapid chromatographic
immunoassay for the qualititive detetec-
tion of human chorionic Gonadotropin
(hCG), in urine samples to aid in the early
detection of pregnancy by professional
users. The test is capable of detecting preg-
nancy in the first day after a missed period.
Each box contains: the pouch and the oper-
ating instructions. Each pouch contains:
The pregnancy Test Cassette, the urine
dropper and the Desiccant. Materials
required but not provided, is a timer.
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e Sensitivity: One Step HCG Urine Pregnancy Test Kit
will display positive results with specimens
containing HCG at levels of 25mlU/ml or greater.

e Accuracy: Comparison studies on the One Step HCG
Urine Pregnancy Test Kit with a legally marketed
device were performed in-house and in a clinical
reference laboratory. Positive and negative results
were compared and the correlation was >99%.

¢ Specificity: The following compounds exhibited no
interference when dissolved in urine, which had
hCG levels of 0 and 25mIU/ml.

®  HLH...coeeererneenernnerccscesersessesnaossscosaes 500mIU/ml
®  HFSH.eeeeeeeerceeeesernecserssosenscasssasesenaee 1000miu/ml
®  NTSH..ieeeeeeereeeeenenananaesenenesenesenenenenes 1000puLU/ml
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