710SCI16139008

Pentax VNL-1170K Scope (36620653070089) ONE EACH VNL-1170K NASOPHARYNGO-
LARYNGOSCOPE: A MINIATURE COLOR CCD IS BUILT INTO THE DISTAL TIP OF THE ULTRA-
SLIM VNL-1170K VIDEO NASO-PHARYNGO-LARYNGOSCOPE, PROVIDING FULL-SCREEN DISPLAY
OF HIGH-RESOLUTION IMAGES. THE CONTROL UNIT HAS BEEN REDESIGNED FOR EASE OF
USE. STROBOSCOPIC OBSERVATION OF THE VOCAL CHORDS IS POSSIBLE WITH A STROBE
LIGHT SOURCE. THE VNL-1170K CAN BE COMBINED WITH THE EPK-1000 COLOR VIDEO
PROCESSOR TO PRODUCE A COMPACT NASO-PHARYNGOSCOPIC VIDEO SYSTEM. DISTAL TIP
DIAMETER (MM) WORKING LENGTH (MM) ANGULATION (UP/DOWN) ANGLE OF VIEW ([1) 3.7
300 130/130 85

WAS IN WORKING ORDER WHEN REMOVED FROM SERVICE.

** WINNING BIDDER REQUIRED TO COMPLETE AND SUBMIT THE ATTACHED “710Q0SCI16139008
MEDICAL DEVICES SOI.PDF” PRIOR TO REMOVAL. E-MAIL TO MARK.MAXWELL@GSA.GOV WITH
A CC TO MICHAEL.ALBERSON@VA.GOV IS THE PREFERRED METHOD OF SUBMISSION**

MEDICAL DEVICES. Purchasers of all medical equipment listed in the Invitation for Bid (IFB)
shall certify and assure in writing that such item will b e used or resold only under the conditions
specified below:

Medical device items are subject to the laws and regulations administered by the Food and Drug
Administration (FDA). Provisions of the governing statute, the Federal Food, Drug and Cosmetic
Act appear in 21 U.S.C. 331, ET. Seq. In summary, the Act prohibits the movement in interstate
commerce of medical devices that are misbranded or adulterated. The Act authorizes FDA to
initiate criminal enforcement proceedings against companies and/or individuals responsible for
violations of its provisions. Moreover, the Act authorizes FDA to initiate civil proceedings to seize,
or enjoin the distribution of such items.

It shall, also, be the responsibility of all purchasers to comply with local, state, or other applicable
laws.

The following certificate, to be a separate attachment to the Invitation for Bid, is required by FDA
to purchase the medical device items identified in the Invitation.

| certify that | am a licensed practitioner and/or other person regularly and lawfully engaged in the
manufacture and/or refurbishing of the medical device item identified in the IFB. |, also, certify
that prior to sale or use of such a device, | will take assurance that such a device is not
adulterated or misbranded within the meaning of those terms in the Federal Food Drug and
Cosmetic Act (21 U.S.C., et Seq.).

Signature Date

Recognizing that Federal law places stringent restrictions on adulterated or misbranded medical
devices (21 U.S.C. 331, et. Seq.), | certify that | either will sell or otherwise proffer the medical
device item identified in the IFB to persons described in the above, or will not use this item(s) for
their original or usual intended use, for any other medical use.

Signature Date
False or misleading statements may result in a fine of not more than $10,000 or imprisonment for
not more than five (5) years, or both (18 U.S.C. 1001).



