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City: .Staire/Province:. Country: V.1 ostlCoe
\'cron Hills Illinois USA 160061
Contact name:
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Pf~orz/hc:imer Sir. 3
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nhlitzn Iaden.Wflrtacmherg I ennanvN 7543
Product Information: _______________________

Thei Richard Wolf ENI)OCAMIsci Log -Hl5) S2Ss 8 552 5xx. xS 52 6xxx~x
Camera Sys.tem 5525 ___________________________

Commion name: Classification name:
[Endloscopic \'ideo Camera System 876.1300: FF1 - Endoscopic \'ideo Imaging System

/ Component (Class 11)
Inuformiatiton on ti vces tit wliicli sublsta ntni eqiui valence is claimed:

5 1 (k) T'rade or proprieztary or model nme M ianufacturer
Number I_____________________I_________

I K(080977 1 3 CCD ENDOCANI 55 50 (Product Code! GCJ) I Richard Wolf Medical Inst. Corp.
2 1(0239 I I CCI) INDOCAMI 5520 (Product Code: K(-)(.-) 12 Richard Wolf Mledical Inst. Corp.

K'1964173 13 C-mount objectiive lens. steami sterilizible 13 Richard \olfNcedical Ist. Corp
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Device Description:
The Richard WolfIENl)OCANM Logic IE) Camern Sx sticn 5525 is an endoscopic camnera
System for rigid -and flexible endoscopes (e.g. Arthroscopcs. tBronchoscopes. Cvszoscopes.
lix steroscopes. Laparoscopvs Ureerocopes. etc.). TVhe Richard Wolf ENDOCAM®P Logic lI1D
Carnera Sxstcm 552$ allows the doctor to v.isualize the inme of naitural and art ificial cavities
through the endoscope by projecting images to a monitor for visual dislay and data stnrage
durin2, endoscopic diagnostic and therapeutic surgical procedures.

The Richard \\olf ENDOCANMV$ Logic 11l) Camecra System 3525 cousisis of:
> EINDCCANM Logie lID Conirollerls)

>ENDOCA~li Lodei HI1) Camera FI-ead(s). and
>Objective Lens (Coupler).

Devices arc used] in conjunction with olter anmillatry equti pment such as en doscopes, light source,
monitors, printers, recorders, required cabling, etc.

The Richard Wolf IENI)OCAM Louic Hll Camera [lead(s) (Ise I CCD or 3CCI) imiaging
sxstemns to pro\ ide high definition (I ID) visualit'uion and quality images. The Richard Wolf
ENDOCAM0; Logic HI1) Camera I-lead cable connects to the ENI)OCAMVh Loitic I ID
Controller, die ENl)OCAMIV Logic l11) Controller relays the iniage from the endloscope
wvith/widhout the use of an objective lens; (coupler) to a video mionitor; projection can be- either
analogz or digital at the user's preference.

The Richard Wolf ENDOCAM®* Logic lHD Controller(s) is equipped with pre-progranimed
presets %khich can be selected via iouch-screen. remote control, and/or keyboard. Self-made
adjustments can tic stored and individually named by User. Patient data and endoscopic images
can be printed or stored dircezix onto I ISB flash drive.

The Richard Wolf IENI)OCAMI Loeic liD) Camera S\ stem 5523 is compatible and can be
intefrated w ith the Richard Wolf RiwoNet I Core opci-Itino roomn systeml.

Devices included in the Richard Wolf PNDOCAM®O Logic lID Camera System $525 are
reusable and do un require steil izaltion beilore us;e because there is no direct I in-direect patient
contact. Mlethods of caning. iSnfct and sterilIization are detailed in) the Instruction for Use
Manual: these instructions %ver developed by Richard Wolf using standards outlinmed in ANSI
AAMI ST:2004/(R) 20l10 and FDA's Guidance -Labeling Reusable Medical IDevices for
Reprocessing in Health Cam- Fa'cilities- FDA Reviewer Guidance. Offie of Device Evaluation
April 1996.

This product is ex cluskxclx intended for use by specialized mnedical personel and ust o-nly be
used b% mnedically qualified and adequately trnined peron;.

Intended Use:

The ENDOCAM 9, Logi HDI Camnera System $525 has been designed fior Iigh-defimnhion video
endoseopy and can be usecd for both diag~nostic and therapeutic interentions. The E-NDOCAM®I%
Log~ic H-D Camnera Systemn 552$5 is used in Conjunction " ith other video equipment and-
endoscopic acces sorws.
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TechnologiCal Characteristics:

Thle Richard \VoiCE-NDOCAMV I Logic lI11 Cartera Systemi 5525 similarities tothe predicate
dev ices are:

> Has thle same intended use and I ndicat ions and field of appliction.
rIncorporates the same basic design.
>Samne operating principle.
>Are used in conjunction with other video equipment and endoscopic accessories.
>Can be iiteraxed into the Richard Wolf operating roomn system.,
~-Reusable.
-Prt-prograned presets.
'rConforms to Safety Standards [EC 60601 -I and 11EC 6060 1-1-2.

The Richard Wolf ENDQCAMNI) Locic HI1) Camera System 5525; difibrtnces to the predicate
devices are:

-Controller:

o Updated it) aIlo\% for bothi digital and analog outputs.
oi Updaited to allnvh for both ICCO rnd 3CCL) camera.
o Is equipped \k ith additional Input / Output Soc)kets and interfaces (egL. If l)MI.

Senx ice Interface. PIP module. etc.).
o AlIOm%5 images tobhe stored arid compressed.

-Camera:

o [lead can be angled or totated.
" Cable is available in 3.0mm. 5.0mm. and 8.0mmi lengthls.
o Multipolar blade instead of Lenn.

>Objective Lens:
oi Snap on locking mechanism instead of locking collar.

i'erformnrce Parm:

De~s ign ver i ficatio testing demnst rates di at tire dievices f'iceion as in tended, and tlie
perlo-rmna (ie did not naisc anl.\ new assuti o l'sa IU anrd e i~htivencss .

Vo in a rv Safety rid Plerfor; trace 'Sm p idards: T he Rick rd Wol N DOC ANI®0 Logic 1-ID)

Camera Systemi 5525 eon Ibrm irS th de Iiowinrg SI tvSraad:
I I lC 60601I-1. NiciicalI Electrical E-qipmci i - Part 1 : General Require merits 'or Sn fet. 1 9M8
A menidment 1, 149 -1I1I. Amnendment 2. 1993. (General)

>11-C 60601-1-2 Edition 3:2007-03. N ledical electrical equipment - I'art 1-2: General
requiremlents for basic sle\adessential performance - Collateral standard:
Eleetroinanetic coinpatibi lii> - Reqjuirements and lest.

I estisigz %as completed b\ Independent laboratories, certifications are onl tile.

Clinical iData:
No clinical tests perforrned-
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Rational for Suhsiantial Equivalence:
Thle Richard Wolf ENDOCAM69 Logic 1-11) Camera System 5525 shares the same gneral

indcatonsfo us. hs smiar Ifunction features anrd tecnonical characteristics as tire predicate

devices, thle In inlor di fferentce( s) do0 riot raise ) LJeqUeSt iS for sa fety or e i'ect ivenes;.

The Richard WolffIENDOCAM®V Lottie 1-1) Camera System 5525 was non-clinically tested to
determine thre safety and efflicacy under thre indications for uise and meet ajbrementioned safet\
standards, same as the predicate devices.

For these reasons. The Richard Wolf ENDOCAM® Logic Hf) Camera Systemi 5525 is
subst ant in ll equi va lent to thre exist iii& 5 10(k) cleared devices sold by: Richajrd Wolf Medical
Instrumlents Corporation (K0809)77. K023659, and K964 173).
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2 DEPARTMENT OF ilEALTil & HIUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Documnent Control Center - W066-0609
Silver Spring, MD 20993-0002

April 3, 2013

Richard Wolf Medical Instruments Corporation
% Mr. Ron Haselhorst
Quality Assurance and Regulatory Affairs Manager
353 Corporate Woods Parkway
VERNON HILLS IL 60061

Re: K130423
Trade/Device Name: The ENDOCAM® Logic H-D Camera System 5525
Regulation Number: 21 CFR§ 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: II
Product Code: FET
Dated: February 15, 2013
Received: February 25, 2013

Dear Mr. Haselhorst:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Padts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies.



Page 2 - Mr. Ron Haselhorst

You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of
medical device-related adverse events) (21 CER 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to httv://www.fda.Rov/AboutFDA/CentersOffices/CDRHCDR-Offices/ucm I15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.govMedica]Devices/Safet/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
httn)://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

Benja r='. / # her-S

Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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