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Indications:
* This device is used to grasp, crush and cut the penile foreskin on full term, newborn (up to 10 days) male infants.

Contraindications:

o Hypospadias, epispadias, or megaurethra o Child has nothad atleast 1 void since birth

o Ambiguous genitalia (inability to determine phenotype of child) o Thering of the probe cannot be easily inserted
o Family history of bleeding problems and/or the foreskin appropriately aligned on the
o Unusual appearing genitalia top of thering.

o Severeillness

Warnings:

« This device must never be used if component parts are damaged or missing. A thorough inspection of the device should be
made prior to its use to ensure it has not sustained any damage.

* Possible eye hazard — care should be taken to avoid injury by keeping the pointed end of the probe away from the face of the
infant and any clinical personnel.

* AccuCirc kits and parts should never be mixed. Only the components that are provided in an AccuCirc kit should be used
together. Only use certified AccuCirc components. Do not use this device with parts from any other device.

e Although the 1.1 cm and 1.3 cm AccuCirc devices appear to fit most infant penises, it is possible that they may not be
appropriate for very small or very large penises. In order to avoid infant injury, do not use the AccuCirc device if the size
appears suboptimal.

* Prior to placing the AccuCirc ring into the foreskin, perform complete adhesiolysis per standard careful technique while avoiding
the frenulum.

Cautions:

o Federal law restricts this device to sale by or on the order of a physician trained to perform newborn infant circumcision.

o This device should not be used on a child less than 12 hours old or over 10 days old.
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